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Protocols Submitted for
December 2009

Seventeen submissions total
Five to be reviewed today
Review of one deferred at PI's request
Protocols Not Selected:

OBA Protocols # 992-994, 996-999, 1001, 1003,
1007, 1008

Nine are oncology protocols
One for peripheral artery disease
One for diabetic foot ulcers

Vectors:
6 plasmid 1 vaccinia virus
2 adenovirus 1 retrovirus

1 RNA transfer



MIC1 Submissions
December 2009

5 Protocols submitted MIC1s to OBA indicating
enroliment

2 Protocols were reviewed by the RAC at a public
meeting:

OBA Protocol 981: A Phase 1/2 Trial Assessing the Safety
and Efficacy of Bilateral Intraputaminal and Intranigral
Administration of CERE-120 (Adeno-Associated Virus
Serotype 2 [AAV2]-Neurturin [NTN]) in Subjects with
Idiopathic Parkinson’s Disease

OBA Protocol 977: Direct CNS Administration of a
Replication Deficient Adeno-associated Virus Gene
Transfer Vector Serotype rh.10 Expressing the Human
CLN2 cDNA to Children with Late Infantile Neuronal
Ceroid Lipofuscinosis

All of the issues raised by the RAC were addressed and the
responses are in the RAC meeting materials



Serious Adverse Events

23 serious adverse events reviewed by GTSAB
from 15 protocols, including initial and follow-up
reports.

The GTSAB has invited Dr. Steven Rosenberg,
Chief of Surgery, National Cancer Institute, to
provide an update on an SAE discussed at the
June 2009 RAC meeting on OBA Protocol # 920,
Phase I/ll Study of Metastatic Cancer that
Expresses Her-2 Using Lymphodepleting
Conditioning Followed by Infusion of Anti-Her-2
Gene Engineered Lymphocytes
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