Biological Response Modifiers Advisory Committee

Meeting #28

November 16-17, 2000

Bibliography 

Session I

Structural Characterization of Gene Transfer Vectors

Bett, A.J., Krougliak, V. , Graham, F.L. (1995) DNA sequence of the deletion/insertion in early region 3 of Ad5 dl309. Virus Research 39, 75-82.

Broder, C.C. and Earl, P.L. (1999) Recombinant vaccinia viruses - design, generation and isolation. Molecular Biotechnology 13, 223-245.

Bueler, H. (1999) Adeno-associated viral vectors for gene transfer and gene therapy. Biol. Chem. 380, 613-622.

Gingras, M-C., Arevalo, P. and Aguilar-Cordova, E. (1995) Potential salmon sperm origin of the E3 region insert of the adenovirus 5 dl309 mutant. Cancer Gene Therapy, 3(3), 151-154.

Markovitz, N.S. and Roizman, B. (2000) Replication-competent herpes simplex viral vectors for cancer therapy.  Advances in Virus Research, 55, 409-424.

Walther, W. and Stein, U. (2000) Viral vectors for gene transfer. A review of their use in the treatment of human diseases. Drugs 2000, 60, 249-271.

Session II

Preclinical Models

Lewis, S.M. and Carraway, J.H. (1992) Large Animal Models of Human Disease. Lab Animal, January 1992, 22-29.

Livingston, J.N. (1999) Genetically engineered mice in drug development. J. Int. Med., 245, 627-635.

Pilaro, A.M. and Serabian, M.A. (1999) Preclinical development strategies for novel gene therapeutic products. Toxicologic Pathology, 27(1), 4-7.

Rudmann, D.G. and Durham, S.K. (1999) Utilization of Genetically Altered Animals in the Pharmaceutical Industry. Toxicologic Pathology 27(1), 111-114.

Schuh, J.C.L. and Harrington, K.A. (1999) Utilization of Genetically Altered Animals in the Pharmaceutical Industry. Toxicologic Pathology, 27(1), 115-120.

Biological Response Modifiers Advisory Committee

Meeting #28

November 16-17, 2000

Bibliography 

Session II (Cont'd)

Preclinical Models

Guidance for Industry - Guidance for Human Somatic Cell Therapy and Gene Therapy. http://www.fda.gov/cber/guidelines.htm.

Guidance for Industry - S6 Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceuticals. http://www.fda.gov/cber/guidelines.htm

Session III

Issues in Long Term Follow-up of Clinical Trial Participants

Danos, O. and Heard, J..M. (1992) Recombinant retroviruses as tools for gene transfer to somatic cells.  Bone Marrow Transplant,  9(1), 131-138.

Harui, A., Suzuki, S., Kochanek, S. and Mitani, K. (1999) Frequency and stability of chromosomal integration of adenovirus vectors. J. Virol., 73(7), 6141-6146.

Kazazian, H.H., Jr. (2000) L1 retrotransposons shape the mammalian genome. Science, 289, 1152-1153.

Temin, H.M. (1990) Overview of biological effects of addition of DNA molecules to cells. J. Med. Virol., 31, 13-17.

Session IV

Issues in Germ Line Transmission

Jaenisch, R., Breindle, M., Harbers, K., Jahner, D. and Lohler, J. (1985) Retroviruses and Insertional Mutagenesis. Cold Spring Harb Symp Quant. Biol., 50, 439-445.

Guidance for Industry - Supplemental Guidance on Testing for Replication Competent Retroviruses in Retroviral Vector Based Gene Therapy Products and During Follow-up of Patients in Clinical Trials Using Retroviral Vectors. http://www.fda.gov/cber/guidelines.htm.

