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Overview

www.fda.gov

Cell and gene therapy products hold the promise 
of transforming the treatment of many diseases

• Where have we come?
• Where are we going?
• How will we get there?
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L-tryptophan
Small Molecule Drug

IgG antibody molecule
Protein Biologic

Mesenchymal stem cell
Cellular Biologic

Cell composed of about
3.6 x 106 proteins

1014 Atoms

Protein composed of about
1100 subunits 

105 Atoms

One subunit of a protein

102 Atoms

Relative Product Complexity

www.fda.gov

https://www.pinterest.com/laurenan/5th-grade-science-cells/
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Examples of Cell and Gene Therapies

Bioengineered skin Bioengineered blood vessel

Bioengineered bladder Chimeric antigen receptor-T cell (in red)
attacking a cancer cell (in yellow)www.fda.gov

http://thestir.cafemom.com/baby/111805/your_babys_foreskin_makes_you
http://www.ncbiotech.org/article/humacyte-makes-fierce-15-list-regenerative-medicine-platform/211591
https://www.mediamatic.net/en/page/234412/bio-engineering-today-for-a-bladder-tomorrow
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• Using molecular genetics, 
novel protein receptors can be 
created that combine features 
of different proteins into one

• This allows one to both target 
and activate T cells to 
eliminate a cancerous or 
undesirable cell type

Drawing of chimeric antigen T cell   
(CAR-T) receptor construct
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Genetic Modification: Introduction 
of Chimeric Antigen Receptor

www.fda.gov
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Apheresis
Product

T cell activation and 
transduction with gene 

transfer vector

Expand in culture 
CD3/CD28 beads 

+ IL-2 / IL-15

Dose formulation
Product testing

Gene modified 
T cell Infusion

Patient

Patient may receive pre-conditioning 
chemotherapy prior to infusion 

Sometimes cytokine support (IL-2) post-infusion

6

Overview of CAR-T Cell Therapy

www.fda.gov
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Potential Advantages to Use of 
Genetically-Modified Cellular Therapies
• Appropriate methods can be used to address 

the issue of location of genomic integration
– Ability to select appropriately transduced cells for 

administration to recipients
– Use of newer technologies such as CRISPR possible
– Control of effector function is possible, if necessary, 

through use of various approaches
• Possibility to provide therapeutic benefit with 

an extended duration of effect

www.fda.gov
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Potential Challenges to Use of 
Genetically-Modified Cellular Therapies
• Process must be developed to consistently 

manufacture and characterize cells
• Logistics of manufacturing for autologous cells 

can be challenging
– Though an allogeneic cell line (one product) may be 

preferable, there are developmental challenges

• Administration of therapies may be associated 
with various short and longer term side effects

www.fda.gov
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Two Cell-Based Gene Therapies 
Approved in 2017

www.fda.gov

• Tisagenlecleucel (KYMRIAH):  indicated for the treatment 
of patients up to 25 years of age with B-cell precursor acute 
lymphoblastic leukemia (ALL) that is refractory or in second 
or later relapse

• Axicabtagene ciloleucel (YESCARTA):  indicated for the 
treatment of adult patients with relapsed or refractory 
large B-cell lymphoma after two or more lines of systemic 
therapy, including diffuse large B-cell lymphoma (DLBCL) 
not otherwise specified, primary mediastinal large B-cell 
lymphoma, high grade B-cell lymphoma, and DLBCL arising 
from follicular lymphoma
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One Directly-Administered 
Gene Therapy Approved in 2017

www.fda.gov

• Voretigene neparvovec-rzyl (LUXTURNA): indicated for 
the treatment of patients with confirmed biallelic
RPE65 mutation-associated retinal dystrophy.  Patients 
must have viable retinal cells as determined by the 
attending physician(s).
– Novel endpoint used for approval developed by sponsor with 

input from FDA



11

Multi-Luminance Mobility Test

Chung DC et al., Clinical and Experimental Ophthalmology, 2017 Jul 11, on line 

Negotiating 
a path with 
obstacles at 
different 
light levels

Scoring 
based on 
time and 
accuracy

www.fda.gov
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All Investigational New Drug Applications
for Gene Therapy Products, CY 2002-2017

www.fda.gov
Yearly submissions to the Center for Biologics Evaluation and Research
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All submitted

		FOLDER_ID		IRA_TYPE		CENTER_RECEIPT_DT		CURRENT_IRA_STATUS		CURRENT_IRA_STATUS_DT		PAST_STATUS		PAST_STATUS_DT		CURRENT OFFICE		PARENT OFFICE		SPONSOR		IRA_TITLE		PRODUCT		IRA_PROPOSED_USE		SPONSOR_TYPE		EMERGENCY_USE		GENE_THERAPY		CLINICAL_PHASE		SOM_CELL_THERAPY		FAST_TRACK		BREAKTHROUGH		COMBINATION		ORPHAN_DESIGNATION		RARE_PEDIATRIC		RARE_DISEASE		USER_FEE		RRS

		17437		IND		6-Apr-17		ACTIVE		4/6/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Human Wilms Tumor Protein 1 Peptides (4 Synthetic Peptides, American Peptide Company) Mixed with Montanide ISA-51 VG Adjuvant (Seppic); and Administered with GM-CSF (Berlex)		Multiple products listed for IND 17437		Emergency - Treatment of multiple myeloma in a single patient		RH		EM												N								UFP		CELL AND GENE THERAPY

		17354		IND		9-Feb-17		ACTIVE		2/9/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Allogeneic Epstein-Barr Virus Cytotoxic T-Lymphocytes		Multiple products listed for IND 17354		Emergency - treatment of EBV post-transplant lymphoproliferative disease		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17544		IDE		9-Jun-17		APPROVED		7/3/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Magnetic-Activated Cell Sorter (CliniMACS, Miltenyi) TCR alpha/beta and CD19 T-cell depletion PBSC; conditioning		Multiple products listed for IND 17544		Leukocyte Adhesion Deficiency Type 1		RH						2								N								UFM		DEVICES

		17756		IND		4-Oct-17		ACTIVE		10/10/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Emergency Single Patient Use of Vigil Vaccine:  Autologous Tumor Cells Transfected with bifunctional short hairpin ribonucleic acid furin and granulocyte macrophage-colony stimulating factor, radiated administered by injection.		Tumor Cells (Autologous) Transfected with Recombinant Human Granulocyte Macrophage Colony Stimulating Factor Gene (DNA Plasmid, FANG)		Treatment of Ewing sarcoma		RH		SP		G6										N								UFP		CELL AND GENE THERAPY

		17770		IDE		13-Oct-17		DISAPPROVED		11/9/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Allogeneic, HLA-Compatible Unrelated and HLA Mismatched Related, G-CSF Mobilized, T-cell depleted Peripheral Blood Stem Cells, CD34+ Selected  with the Magnetic-Activated Cell Sorter (CliniMACS, Miltenyi), Chemotherapy		Multiple products listed for IND 17770		Treatment of patients with Fanconi AnemiaLacking a Genotypically Identical Donor  and severe hematologic disease.		RH						2		S1						N								UFM		DEVICES

		17420		IND		29-Mar-17		ACTIVE		3/29/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Rapidly Generated Peptide Stimulated Multivirus-directed Specific Cytotoxic T-Lymphocytes derived from Allogeneic PBMCs and Pulsed with Cytokines		No product listed for IND 17420		Emergency - Treatment of BK viremia and adenoviremia in a single patient.		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17355		IND		10-Feb-17		ACTIVE		2/10/17						OTAT		OBRR		Memorial Sloan-Kettering Cancer Center		Cytomegalovirsu Cytotoxic T-Lymphocytes (CMV-CTLs)		allogeneic CMV Specific Cytotoxic T lymphocytes		Emergency - treatment of CMV resistant reactivation in drug resistent patient (donor derived) post-stem cell transplant		RH		EM						S5						N								UFP		CELL AND GENE THERAPY

		17651		IND		8-Aug-17		ACTIVE		9/7/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Allogeneic Matched Related TCR alpha beta and CD19 B-Cell depleteion of PBSC using the Magnetic-Acrtivated Cell Sorter (CliniMACS)		Multiple products listed for IND 17651		Treatment of Wiskott-Aldrich Syndrome		RH		EM						S1						N								UFP		CELL AND GENE THERAPY

		17334		IND		27-Jan-17		ACTIVE		2/24/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		EGFRr/BCMA-41BBz CAR T Cells;Dynabeads CD3/CD28 CTS; Defined Composition CD4 and CD8 T Cells		No product listed for IND 17334		Treatment of multiple myeloma		RH				G4		2								N								UFP		CELL AND GENE THERAPY

		17346		IND		22-Feb-17		ACTIVE		5/16/17		HOLD		3/24/17		OTAT		OCTGT		National Cancer Institute		CDX-1401 (Celldex); Poly-ICLC ; SGI-110 (Decitabine), and Atezolizumab (MPDL3280A)		No product listed for IND 17346		metastatic or unresectable malignancy for which standard curative or palliative measures do not exist or are no longer effective		CM						2								N								UFP		CELL AND GENE THERAPY

		17311		IND		19-Jan-17		ACTIVE		2/18/17						OTAT		OCTGT		National Cancer Institute		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec] in combination with Radiation		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Treatment for localized soft tissue sarcoma		RH				G5		2								N								UFP		CELL AND GENE THERAPY

		17889		IND		19-Dec-17		ACTIVE		12/19/17						OTAT		OCTGT		Baylor College of Medicine		Partially HLA-Matched AdV-Directed VSTs (Viralym-A)		No product listed for IND 17889		Emergency - treatment of adenovirus infection		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17774		IND		18-Oct-17		WITHDRAWN		11/22/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Haploidentical Transplant Selected with CLiniMACS CD34 Reagent System with Alemtuzumab, Busulfan and Total Body Irradiation (TBI) with Post-Transplant Cyclophosphamide (HaploTransplant CGD with post CTX)		No product listed for IND 17774		Treatment of Chronic Granulomatous Disease		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17374		IDE		22-Feb-17		APPROVED		5/16/17						OTAT		OCTGT		Grupp MD PhD, Stephan A		Magnetic- Activated Cell Sorter (CliniMACS, Miltenyi) for TCR??+/CD19+ Depeletion of G-CSF or GM-CSF Mobilized Allogeneic Unrelated or Partially Matched Related Peripheral Stem Cells; Chemotherapy		Multiple products listed for IND 17374		Expanded access for patients who lack a fully HLA matched sibling donor, and who are candiates for allogeneic hematopoietic stem cell transplant. (malignant and non-malignant diseases)		RH						1		S1						N								UFM		DEVICES

		17351		IND		8-Feb-17		ACTIVE		3/10/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Autologous Ex-Vivo Expanded CD4+CD127lo/-CD25+ Polyclonal Regulatory T Cells (Poly Tregs)		T regulatory cells		Treatment of Adults with Active Pemphigus		RH						1		S3						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17846		IND		20-Nov-17		ACTIVE		12/20/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells (hBM-MSC)		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Treatment of adult recipients of living donor kidney transplant with co-stimulatory blockade		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17497		IND		16-May-17		ACTIVE		6/14/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Allogeneic Bilateral Orthotopic Lung Transplant (BOLT) in tandem with Partially HLA Matched, CD3+/CD19+ Depleted Cadaveric Bone Marrow Transplant using the Magnetic-Activated Cell Sorter (CliniMACS, Miltenyi), Hydroxyurea, Rituximab, Alemtuzumab, ATG, and Thiotepa		Multiple products listed for IND 17497		Treatment of patients with lung or intestinal end organ failure in concert with severe immune deficiency		RH						2		S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17803		IND		31-Oct-17		ACTIVE		11/30/17						OTAT		OCTGT		Roswell Park Cancer Institute		CDX-1401/Poly-ICLC in combination with Decitabine and Nivolumab		Multiple products listed for IND 17803		Myelodysplastic Syndromes (MDS) or Low Blast Count AML		RH						1								6								UFP		CELL AND GENE THERAPY

		17590		IND		6-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Roswell Park Cancer Institute		NY-ESO-1 Protein with MIS416 Vaccine in Combination with Sirolimus		NY-ESO-1 Cancer Vaccine		Inducing Anti-Tumor Immunity in Ovarian, Fallopian Tube and Primary Peritoneal Cancer		RH						1								N								UFP		CELL AND GENE THERAPY

		17410		IND		20-Mar-17		ACTIVE		4/19/17						OTAT		OCTGT		Roswell Park Cancer Institute		NY-ESO-1 TCR/ dn TGF(beta)RII transgenic T cells		Multiple products listed for IND 17410		Advanced malignancies		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17527		IND		5-Jun-17		ACTIVE		7/5/17						OTAT		OCTGT		Roswell Park Cancer Institute		Autologous PBMNC Transduced with Retroviral Vector NY-ESO-1 TCR in Combination with Decitabine		Multiple products listed for IND 17527		Treatment of recurrent or refractory ovarian cancer		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17521		IND		17-Nov-17		HOLD		12/13/17		HOLD		12/13/17		OTAT		OCTGT		Maxcyte Inc		Autologous Peripheral Blood Leukocytes, Transfected via Electroporation to Express Human Mesothelin Chimeric Antigen Receptor mRNA		MCY-M11		Platinum Resistant High Grade Serous Adenocarcinoma of the Ovary, Primary Peritoneum, or Fallopian Tube or Peritoneal Mesothelioma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17891		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Ribas MD PhD, Antoni		RV-NYESO TCR PBMC, LV-NYESO TCR/sr39TK PBSC		No product listed for IND 17891		NY-ESO-1-positive relapsed or relapsed and refractory multiple myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17471		IND		1-May-17		ACTIVE		5/26/17						OTAT		OCTGT		Ribas MD PhD, Antoni		RV-NYESO TCR PBMC; LV-NYESO TCR/sr39TK PBSC		No product listed for IND 17471		Locally advanced or metastatic NY-ES0 -1 positive cancer		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17743		IND		27-Sep-17		HOLD		10/27/17		HOLD		10/27/17		OTAT		OCTGT		TissueTech Inc		Allogeneic Human Umbilical Cord Placental Tissue, Cryopreserved; Generic: Cryopreserved Human Umbilical Cord; Code: TTAX02		Umbilical Cord Tissue, Allogeneic, Human		To promote wound healing and closure of developmental defects during in-utero repair of severe spina bifida		CM						3		S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17890		IND		19-Dec-17		PENDING		12/19/17						OTAT		OCTGT		City of Hope National Medical Center		HER2(EQ)BB /CD19t+ T cells		No product listed for IND 17890		Recurrent or refractory malignat glioma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17432		IND		5-Apr-17		ACTIVE		4/7/17						OTAT		OCTGT		City of Hope National Medical Center		HLA-matched BK specific Cytotoxic T lymphocytes (BK CTLs)		No product listed for IND 17432		Individual patient IND under expanded access for non-emergency use using BK specific CL lines generated by ex-vivo expansion in a post-transplant patient (DF) with BK virus infection.		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17638		IND		1-Aug-17		ACTIVE		8/31/17						OTAT		OCTGT		City of Hope National Medical Center		Allogeneic CD4+ T-cell-depleted HPC with Cyclophosphamide, Pentostatin, Anti-thymocyte globulin		Allogeneic Hemopoietic Stem Cells		Sickle Cell Disease		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17501		IND		9-Jun-17		ACTIVE		7/7/17						OTAT		OCTGT		Celgene		Autologous CD4+/CD8+ T Cells Expressing CD19 Chimeric Antigen Receptor(JCAR017)		No product listed for IND 17501		Relapsed/refractory aggressive B-cell non-Hodgkin lymphoma (NHL)		CM				G4		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17761		IND		5-Oct-17		ACTIVE		11/3/17						OTAT		OCTGT		Univ of Texas		Off-the-shelf, Expanded, Most Closely HLA Matched, Allogenic Adenovirus-Specific T cells		No product listed for IND 17761		Adenovirus related disease in immunocompromised patients		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17876		IND		12-Dec-17		PENDING		12/12/17						OTAT		OCTGT		Univ of Texas		Pembrolizumab, Clostridium novyi-NT		No product listed for IND 17876		Refractory Solid Tumors		RH				G8		1								8								UFP		CELL AND GENE THERAPY

		17742		IND		10-Oct-17		ACTIVE		11/9/17						OTAT		OCTGT		Univ of Texas		HPV-DP-5P and HPV-DP-7P peptide vaccine and Utomilumab Vaccine		Multiple products listed for IND 17742		Immunotherapy for HPV-16-positive incurable oropharyngeal cancer		RH						2								N								UFP		CELL AND GENE THERAPY

		17344		IND		6-Feb-17		ACTIVE		8/16/17		HOLD		3/8/17		OTAT		OCTGT		Univ of Texas		Autologous IL-21-Primed CD8+ Tumor Antigen-Specific T Cells		Multiple products listed for IND 17344		Treatment of Platinum Resistant Ovarian Cancer		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17757		IND		4-Oct-17		ACTIVE		11/3/17						OTAT		OCTGT		Univ of Texas		Allogeneic Umbilical Cord Blood (UCB) Derived NK Cells Expanded Ex Vivo		Umbilical Cord Blood (UCB) Derived NK Cells		Treatment of Solid Tumors		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17656		IND		11-Aug-17		ACTIVE		9/10/17						OTAT		OCTGT		Univ of Texas		Allogeneic Bone Marrow Derived Multipotent Mesenchymal Stromal Cells administered by Intravenous Infusion or Transendocardial Injection		Multiple products listed for IND 17656		Patients with Recent Onset of Anthracycline-Associated Cardiomyopathy		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17621		IND		21-Jul-17		WITHDRAWN		8/9/17						OTAT		OCTGT		Univ of Texas		Utomilumab and ISA101b Peptide Vaccination		Multiple products listed for IND 17621		Treatment for HPV-16-Positive Incurable Solid Tumors		RH						2								N								UFP		CELL AND GENE THERAPY

		17428		IND		31-Mar-17		ACTIVE		4/28/17						OTAT		OCTGT		Univ of Texas		Autologous T-cells Transduced with Lentiviral Vector Expressing CD33-Specific Chimeric Antigen Receptor Gene (CD33-CAR-T cells)		CD3+ T cells genetically modified using a lentiviral vector (INXN-2006) to co-express a CD33-specific CAR and the HER1t depletion marker		Patients with Relapsed or Refractory CD33-Positive Acute Myeloid Leukemia		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17356		IND		13-Feb-17		ACTIVE		3/15/17						OTAT		OCTGT		Univ of Texas		Autologous CD8+ Antigen-Specific T Cells and Anti-CTLA4		Multiple products listed for IND 17356		For patients with metastatic uveal melanoma		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17321		IND		13-Jan-17		ACTIVE		4/11/17		HOLD		2/10/17		OTAT		OCTGT		Univ of Texas		Allogeneic Donor Umbilical and Cord Blood derived CAR-CD19-CD28-Zeta-2a-iCasp9-IL15 Transduced NK Cells		Allogeneic Donor Umbilical and Cord Blood derived CAR-CD19-CD28-Zeta-2a-iCasp9-IL15 Transduced NK Cells		Treatment for relapsed/refractory B-lymphoid malignancies		RH				G4		2								N								UFP		CELL AND GENE THERAPY

		17378		IND		23-Feb-17		ACTIVE		3/25/17						OTAT		OCTGT		Univ of Texas		Ex-Vivo Expanded using MSC Derived from Bone Marrow, Fucosylated and Unmanipulated Alllogeneic unrelated Cord Blood, chemotherapy		Multiple products listed for IND 17378		Enhance homing and engraftment		RH						2		S3						9								UFP		CELL AND GENE THERAPY

		17314		IND		6-Jan-17		ACTIVE		5/5/17		HOLD		2/3/17		OTAT		OCTGT		Univ of Texas		Natural Killer (NK) Cells derived from ex vivo-expanded Cord Blood, Combined with Rituximab-High Dose Chemotherapy and Autologous Stem Cell Transplant		Multiple products listed for IND 17314		Immunotherapy for B-cell non-Hodgkin's lymphoma		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17731		IND		19-Dec-17		PENDING		12/19/17						OTAT		OCTGT		Amgen Inc		Autologous, CAR-T cells targeting delta-like ligand 3 (DLL3), transduced with third-generation SIN HIV-1 lentiviral vector, AMG 119		Multiple products listed for IND 17731		Relapsed/Refractory Small Cell Lung Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17383		IND		27-Feb-17		ACTIVE		3/29/17						OTAT		OCTGT		Fred Hutchinson Cancer Research Center		Autologous T-cells Transduced with Lentiviral Vector Expressing CD20-specific Chimeric Antigen Receptor Gene		No product listed for IND 17383		Treatment of Relapsed or Refractory B Cell Non-Hodgkin Lymphomas		RH				G1		2								N								UFP		CELL AND GENE THERAPY

		17663		IND		14-Aug-17		ACTIVE		8/16/17						OTAT		OCTGT		Fred Hutchinson Cancer Research Center		Autologous Peripheral Blood T cells Transduced with Retroviral Vector (BPZ-1002; SFG.iCasp9.2A.SLL-TCR) Expressing human T Cell Receptor (TCR) alpha and beta chains for the Preferentially Expressed Antigen in Melanoma (PRAME)-derived peptide SLLQLIGL (BPX-701 T cells); Following Chemotherapy; AP1903 Administered Only for Uncontrolled BPX-701 Toxicity		Multiple products listed for IND 17663		Single patient treatment of relapsed or refractory acute myeloid leukemia		RH		SP		G4										6								UFP		CELL AND GENE THERAPY

		17855		IND		22-Nov-17		ACTIVE		12/21/17						OTAT		OBRR		National Institute of Diabetes, Digestive, & Kidney Diseases		Hepatitis B Immunoglobulin (human) and Peginterferon alfa-2a		Multiple products listed for IND 17855		Treatment of Chronic Hepatitis B Virus		RH						2								N								UFP		HEMATOLOGICS

		17455		IDE		20-Apr-17		APPROVED		5/17/17						OTAT		OCTGT		Mayo Clinic		Cytori Celution System		No product listed for IND 17455		Bilateral Pre-collapse Femoral Head Osteonecrosis		CM						1		S1						N								UFM		DEVICES

		17473		IND		23-Jun-17		HOLD		7/20/17		HOLD		7/20/17		OTAT		OCTGT		Pfizer Inc		PF-06755347 (Recombinant Multimerized Human IgG1 Fc)		recombinant human Fc fragment containing human (h) Fc1 (hinge, CH2 and CH3 regions)		Treatment of chronic inflammatory demyelinating polyneuropathy (CIDP)		CM						1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17659		IND		1-Sep-17		ACTIVE		9/29/17						OTAT		OCTGT		BioMarin Pharmaceutical Inc		Adeno-Associated Virus Serotype 5 (AAV5) Expressing SQ form of Human Factor VIII (hFVIII-SQ) (BMN 270)		Adeno-Associated Virus Serotype 5 (AAV5) Vector Expressing hFVIII-SQ.		treatment of Hemophilia A		CM				G5		3						Breakthrough Therapy Designation		N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17217		IND		9-Jan-17		ACTIVE		2/8/17						OTAT		OCTGT		Ludwig Institute for Cancer Research		durvalumab (MEDI4736), Adenovirus Vector (Ad5/3-D24-GMCSF), Expressing GM-CSF (ONCOS-102)		Adenovirus Vector Type 3 (Ad5/3-D24-GMCSF)		Treatment of peritoneal cancer		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17480		IND		25-May-17		ACTIVE		6/23/17						OTAT		OCTGT		Ludwig Institute for Cancer Research		mRNAs Encoding Tumor Specific Antigens (MUC-1, Survivin, NY-ESO-1, 5T4, MAGE-C2 and MAGE-C1) with Durvalumab and Tremelimumab Administrated Intradermally		Multiple products listed for IND 17480		Non-small cell lung cancer		RH				G6		1								5								UFP		CELL AND GENE THERAPY

		17557		IND		19-Jun-17		ACTIVE		7/19/17						OTAT		OCTGT		Genentech Inc		RO7198457, Personalized Cancer Vaccine (PCV)		ROT 198457 RNA		Solid Tumors		CM						1								8								UFP		CELL AND GENE THERAPY

		17624		IND		24-Jul-17		ACTIVE		8/23/17						OTAT		OCTGT		Univ of Pennsylvania Medical Center		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  ICT 107-301		Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use for Newly Diagnosed Glioblastoma Multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17849		IND		21-Nov-17		ACTIVE		12/21/17						OTAT		OCTGT		Univ of Pennsylvania Medical Center		Autologous T cells Transduced with Lentiviral Vector (AntiBCMAbbz human) Expressing B-cell Maturation Antigen (BCMA)-specific Chimeric Antigen Receptor (CART-BCMA) with or without Autologous CD3+ T Cells Cultured with Anti-CD3 and Anti-CD28 Coated Magnetic Beads; Transduced with self-inactivating (SIN) Lentiviral Vector (CD19bbz-human Lot# 060713S12) Expressing Humanized CD19 Chimeric Antigen Receptor (huCART19); and chemotherapy		Multiple products listed for IND 17849		Treatment of multiple myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17871		IND		6-Dec-17		PENDING		12/6/17						OTAT		OCTGT		Fuchs MD, Ephraim J		Allogeneic HLA-matched or HLA-haploidentlcal Bone Marrow Transplant and Unstimulated Lukapheresed Peripheral Blood (DLI; T Cells) Donors that have been vaccinated  with VGX-3100 (IND 13683; Inovio vaccine) via electroporatlon by the Cellectra 2000; Chemotherapy		No product listed for IND 17871		Treatment of recurrent, human papillomavlrus associated (HPV*) oropharyngeal squamous cell carcinoma (OPSCC).		RH				G6		1		S1						N								UFP		CELL AND GENE THERAPY

		17906		IND		28-Dec-17		ACTIVE		12/28/17						OTAT		OBRR		Not Entered		BPX501 (Bellicum)		No product listed for IND 17906		Emergency - Second dose to boost antileukemia effect, has residual disease				EM

		17893		IND		23-Dec-17		ACTIVE		12/23/17						OTAT		OCTGT		Not Entered		tisagenlecleucel		Multiple products listed for IND 17893		Emergency - Yes, for the treatment of relapsed refractory ALL				EM

		17901		IND		26-Dec-17		ACTIVE		12/26/17						OTAT		OCTGT		Not Entered		tisagenlecleucel (antiCD19 CAAR T cell)		Multiple products listed for IND 17901		Emergency - need approval to porceed with manufacturing				EM

		17867		IND		1-Dec-17		ACTIVE		12/1/17						OTAT		OCTGT		Not Entered		CV-MG01		No product listed for IND 17867		Emergency - Treatment of myasthemia gravis				EM

		17865		IND		29-Nov-17		ACTIVE		11/29/17						OTAT		OCTGT		Not Entered		Autologous Tumor Infiltrating Lymphocytes Cultured with OKT3, Interleukin-2, and Allogeneic Mononuclear Feeder Cells		No product listed for IND 17865		Emergency - Treatment of melanoma in a single patient				EM						S3														UFP		CELL AND GENE THERAPY

		17492		IND		12-May-17		ACTIVE		5/12/17						OTAT		OCTGT		Not Entered		SL-701, Multivalent Glioma-Associated Antigen Vaccine, Via Subcutaneous Injection		No product listed for IND 17492		Emergency - Treatment of glioblastoma in 4 patients				EM																				UFP		CELL AND GENE THERAPY

		17577		IND		28-Jun-17		ACTIVE		6/28/17						OTAT		OCTGT		Not Entered		Allogeneic bone marrow-derived mesenchymal stem cells		No product listed for IND 17577		Emergency - primary progressive multiple sclerosis				EM

		17641		IND		1-Aug-17		EM DENIED		8/1/17						OTAT		OCTGT		Not Entered		Autologous Adipose Derived Stromal Vascular Fraction and ACAM200 Vaccinia Virus		No product listed for IND 17641		Emergency - Treatment of papillary thyroid carcinoma				EM		G1

		17711		IND		7-Sep-17		ACTIVE		10/6/17						OTAT		OCTGT		Cowan MD, Morton J		Autologous, bone marrow derived CD34+ cells transduced with lentiviral vector, expressing the human cDNA for DCLRE1C (Artemis) with the human Artemis promoter		Multiple products listed for IND 17711		Artemis-deficient severe combined immunodeficiency disease (ARTSCID)		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17313		IND		6-Jan-17		ACTIVE		2/3/17						OTAT		OCTGT		Kurtzberg MD, Joanne		Allogeneic human cord tissue-derived mesenchymal stromal cells (hCT-MSC)		Allogeneic human cord-tissue mesenchymal stromal cells (hCT-MSC)		Treatment of children with autism spectrum disorder (ASD)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17512		IND		23-May-17		EXEMPT		6/22/17						OTAT		OCTGT		Rizzieri MD, David A		G-CSF-mobilized peripheral blood stem cells (G-PBSCs)		No product listed for IND 17512		Acute Myeloid Leukemia		RH						3		S5						N								UFP		CELL AND GENE THERAPY

		17763		IND		5-Oct-17		ACTIVE		11/3/17						OTAT		OCTGT		Mendell MD, Jerry R		rAAVrh74.MHCK7.Micro-Dystrophin, Non-Replicating, Recombinant Adeno-Associated Virus, Seroype rh74 Containing a  Human Micro-Dystrophin Gene Controled by the Muscle-Specific MHCK7 Promoter		rAAVs, seroype rh74 expressing human micro-dystrophin with a muscle-specific [MHCK7] promoter (rAAVrh74.MHCK7.Micro-dystrophin)		Duchenne muscular dystrophy		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17650		IND		1-Sep-17		ACTIVE		9/29/17						OTAT		OCTGT		Bavarian Nordic A/S		Vaccinia Virus Vector (BN-Brachyury) and Fowlpox Virus Vector (FPV-Brachyury), Both Expressing Human Brachyury TAA, LFA-3, B7.1, and ICAM-1 Genes		Multiple products listed for IND 17650		Treatment of cancers that highly express Brachyury Tumor Associated Antigen (lung, ovarian, breast, prostate, colorectal, pancreatic or chordoma)		CM				G5		2								N								UFP		CELL AND GENE THERAPY

		17487		IND		10-May-17		ACTIVE		6/9/17						OTAT		OCTGT		Cox Jr MD, Charles S		Autologous Umbilical Cord Blood Stem Cells for Individual Patient Expanded Access		Autologous Cord Blood Stem Cells		Cerebral palsy		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17396		IND		8-Mar-17		ACTIVE		4/6/17						OTAT		OCTGT		Krance MD, Robert A		Allogeneic Mesenchymal Stem Cells		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Aplastic anemia		RH		EM						S2						N								UFP		CELL AND GENE THERAPY

		17726		IND		4-Oct-17		WITHDRAWN		11/1/17						OTAT		OBRR		CSL Behring		Immune Globulin Intravenous (Human), Privigen (IgPro10)		Immune Globulin (Human)		Chronic Immune Thrombocytopenic Purpura (ITP)		CM						4								N								UFP		HEMATOLOGICS

		17350		IND		7-Feb-17		ACTIVE		2/28/17						OTAT		OCTGT		Parney MD PhD, Ian F		Autologous Dendritic Cells Derived from (PBMC) CD14 Selection and Pulsed with Allogeneic Tumor Lysate (ALTL-DCV)		Multiple products listed for IND 17350		Single patient use for recurrent glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17833		IND		15-Nov-17		ACTIVE		11/15/17						OTAT		OCTGT		Talano MD, Julie-An		BPX-701		No product listed for IND 17833		Emergency - Treatment of refractory AML		RH		EM		G4										N								UFP		CELL AND GENE THERAPY

		17625		IND		24-Jul-17		ACTIVE		8/23/17						OTAT		OCTGT		Gillanders MD, William E		Neoantigen DNA Vaccine +/- Durvalumab		Multiple products listed for IND 17625		Triple-Nagative Breast Cancer Disease following Standard Chemotherapy		RH				G5		1								5								UFP		CELL AND GENE THERAPY

		17596		IND		13-Jul-17		ACTIVE		8/10/17						OTAT		OCTGT		Gillanders MD, William E		Neoantigen DNA Vaccine		Multiple products listed for IND 17596		Pancreatic Cancer		RH				G6		1								N								UFP		CELL AND GENE THERAPY

		17322		IND		3-Feb-17		ACTIVE		3/3/17						OTAT		OCTGT		Advaxis Inc		Live Attenuated Listeria monocytogenes Expressing Personalized Tumor Antigens		Live Attenuated Listeria monocytogenes Expressing Personalized Tumor Antigens		treatment of metastatic cancer		CM				G8		1								N								UFP		CELL AND GENE THERAPY

		17603		IND		17-Jul-17		ACTIVE		8/16/17						OTAT		OCTGT		Zarour MD, Hassane M		PD-1 responder (PD-1 R) derived Fecal Microbiota Transplantation (FMT) + Pembrolizumab		Multiple products listed for IND 17603		PD-1 resistant/ refractory advanced melanoma		RH						2								8								UFP		CELL AND GENE THERAPY

		17796		IND		25-Oct-17		HOLD		11/22/17		HOLD		11/22/17		OTAT		OCTGT		Shapiro MD, Shane A		Autologous Adipose-derived Stromal Vascular Fraction (SVF)		Autologous, uncultured adipose derived mononuclear cells		Aerodigestive Fistulae		RH						1								N								UFP		CELL AND GENE THERAPY

		17660		IND		11-Aug-17		ACTIVE		9/7/17						OTAT		OCTGT		Williams MD, David A		Autologous CD34+ cells transduced ex vivo with Lentivirus expressing BB694 LCD(-HS4) bGp D12G5 shmiR		No product listed for IND 17660		Treatment of autologous CD34+ cells ex vivo for the treatment of Sickle Cell Disease		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17679		IND		23-Aug-17		ACTIVE		9/22/17						OTAT		OCTGT		Williams MD, David A		Autologous CD34+ cells transduced ex vivo with the lentiviral vector rHIV-IL2RcoG2SCID (G2SCID)		Lentiviral vector clinical batch		treatment of x-linked severe combined immunodeficiency syndrome		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17800		IND		26-Oct-17		ACTIVE		11/24/17						OTAT		OCTGT		Capricor Inc		Allogeneic Unrelated, Cardiosphere-Derived Cells		Allogeneic Cardiopshre-Derived Cells (CDCs)		Duchenne Muscular Dystrophy		CM						2		S3						N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17439		IND		12-Apr-17		ACTIVE		5/12/17						OTAT		OCTGT		Transgene SA		Pexa-Vec (pexastimogene devacirepvec, JX-594) vaccinia virus engineered to express GM-CSF, and nivolumab, PD-1 receptor blocking antibody.		Vaccina/GM-CSF Virus Expressing GM-CSF Gene		Treatment of hepatocellular carcinoma		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17633		IND		28-Jul-17		ACTIVE		7/28/17						OTAT		OCTGT		Rudnick MD, Jeremy		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		utologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use - Treatment of glioblastoma in 3 patients.		RH		EM						S4						N								UFP		CELL AND GENE THERAPY

		17851		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		National Cancer Institute		MVA-BN-Brachyury, M7824 (MSB001359C), ALT-803, and Epacadostat (INCB024360)		Multiple products listed for IND 17851		Metastatic Castration Resistant Prostate Cancer		CM				G5		1								8								UFP		CELL AND GENE THERAPY

		17764		IND		6-Nov-17		ACTIVE		12/6/17						OTAT		OCTGT		National Cancer Institute		Phase 1 Dose Escalation Study of CD19/CD22 Chimeric Antigen Receptor (CAR) T Cells in Children and Young Adults with Recurrent and Refractory CD19/CD22-expressing B Cell Malignancies.		No product listed for IND 17764		Recurrent or refractory, CD19/CD22-expressing, B cell acute lymphoblastic leukemia or lymphoma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17811		IND		20-Nov-17		ACTIVE		12/20/17						OTAT		OCTGT		National Cancer Institute		ETBX-071 (adenoviral PSA vaccine); ETBX-061 (adenoviral MUC1 vaccine); ETBX-051 (adenoviral brachyury vaccine)		No product listed for IND 17811		Metastatic Castration Resistant Prostate Cancer		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17676		IND		2-Oct-17		ACTIVE		11/1/17						OTAT		OCTGT		National Cancer Institute		Adenovirus Vector Type 5 Expressing CEA Gene; Adenovirus Vector Type 5 Expressing Muc1 Gene; and Adenovirus Vector Type 5 Expressing Brachyury Gene		No product listed for IND 17676		Advanced Cancer		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17628		IND		23-Oct-17		ACTIVE		11/21/17						OTAT		OCTGT		National Cancer Institute		Vaccinia Virus Vector (PROSTVAC-V), CV301 (MVA-BN-CV301) and MSB0011359C) Expressing PSA, CEA, MUC-1, LFA-3, B7.1, and ICAM-1		Multiple products listed for IND 17628		Biochemically Recurrent Prostate Cancer		CM				G5		2								6								UFP		CELL AND GENE THERAPY

		17712		IND		11-Sep-17		ACTIVE		10/11/17						OTAT		OCTGT		Inovio Pharmaceuticals Inc		DNA Plasmid Vectors pGXI 108 (encodes Prostate-specific Membrane Antigen (PSMA)), pGXl404 (encodes Wilms' tumor gene 1 (WT1) antigen)), pGXl434 (encodes Human Telomerase Reverse Transcriptase (hTERT))  and  DNA Plasmid Vectors pGX6001 ((IL-12) p35 and p40 subunit proteins))		Multiple products listed for IND 17712		Treatment of Bladder Cancer (Urothelial Cancer, UCa)		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17671		IND		8-Sep-17		ACTIVE		10/6/17						OTAT		OCTGT		Inovio Pharmaceuticals Inc		INO-5401 (DNA plasmids pGX1108, pGX1404, and pGX1434) and INO-9012 (DNA plasmid pGX6001) delivered by electroporation using CELLECTRA 2000 in combination with REGN2810 [Fully Human   Monoclonal Antibody to Programmed Death-1 (PD-1)]		No product listed for IND 17671		Treatment of Glioblastoma (GBM)		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17666		IND		31-Aug-17		ACTIVE		9/29/17						OTAT		OBRR		Grifols Therapeutics Inc		Immune Globulin (Human)		Immune Globulin (Human) Serum, Intravenous		Passive pre-exposure prophylaxis of HAV		CM						4								N								UFP		HEMATOLOGICS

		17637		IND		13-Nov-17		ACTIVE		12/13/17						OTAT		OCTGT		ReNeuron Group PLC		Allogeneic Human Neural Stem Cells (CTX0E03 DP) transduced with a retroviral vector expressing myc with ReNeuron-specific delivery device.		Multiple products listed for IND 17637		Treatment of patients with stable, moderate or moderately severe residual disability following an ischemic stroke		CM				G1		2								5								UFP		CELL AND GENE THERAPY

		17324		IND		17-Jan-17		ACTIVE		2/16/17						OTAT		OCTGT		Hare MD, Joshua M		Allogeneic Umbilical Cord Tissue derived Mesenchymal Stem Cells (UCMSCs) and Bone Marrow derived Human Mesenchymal Stem Cells (BMMSCs)		Multiple products listed for IND 17324		Cytokine suppression in patients with chronic inflammation due to Metabolic syndrome.		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		16897		IND		31-Jan-17		ACTIVE		4/11/17		HOLD		3/2/17		OTAT		OBRR		Green Cross Corp		Immune Globulin Intravenous (Human), 10% (GC 5107)		No product listed for IND 16897		For the treatment of primary humoral deficiency (PHID)		CM						3								N								UFP		HEMATOLOGICS

		17449		IND		14-Apr-17		ACTIVE		5/12/17						OTAT		OCTGT		Cairo MD, Mitchell S		Viral Specific Cytotoxic T-Cells		T-Cells, Allogeneic, Related Donor, EBV-Specific		Adenovrius, Epstein-Barr Virus, Cytomegalovirus		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17884		IND		14-Dec-17		ACTIVE		12/21/17						OTAT		OCTGT		Cairo MD, Mitchell S		Remestemcel-L, allogeneic Mesenchymal Stromal Cells		No product listed for IND 17884		Steroid Refractory Acute GVHD in a single patient		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17787		IND		20-Oct-17		ACTIVE		11/1/17						OTAT		OCTGT		Cairo MD, Mitchell S		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and Ex Vivo Expanded Mesenchymal Precursor Cells, Intravenous Infusion [Rexlemestrocel-L]		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and Ex Vivo Expanded Mesenchymal Precursor Cells, Intravenous Infusion		treatment of refractory junctional Epidermis Bullosa in a single patient		RH		SP				1		S3						N								UFP		CELL AND GENE THERAPY

		17400		IND		23-Mar-17		ACTIVE		4/22/17						OTAT		OCTGT		Bluebird Bio Inc		Autologous T Lymphocyte-enriched Cells Tranduced with Lentiviral Vector Encoding a Chimeric Antigen Receptor Targeting B Cell Maturation Antigen (anti-BCMA02 CAR); Cultured with a Phosphatidylinositol 3-kinase Inhibitor		No product listed for IND 17400		Treatment of multiple myeloma and lymphoma		CM				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17522		IND		1-Jun-17		ACTIVE		7/1/17						OTAT		OCTGT		Block MD PhD, Matthew S		Autologous Dendritic Cells derived from PBMC pulsed with Prevnar (Pneumococcal 13-valent Conjugate Vaccine [(Diphtheria CRM197 Protein),Pembrolizumab [MK-3475 (anti-PD-1 antibody), [Keytruda], following Cryoablation Therapy		Autologous Dendritic Cells derived from PBMC		Immunotherapy for metastatic unresectable melanoma		RH						2		S4						N								UFP		CELL AND GENE THERAPY

		17815		IND		7-Nov-17		ACTIVE		12/7/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Autologous Natural Killer T cells transduced with a retroviral vector expressing GD2-specific chimeric antigen receptor and interleukin-15 (GD2.CAR NKT cells)		No product listed for IND 17815		Relapsed and Refractory Neuroblastoma		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17588		IND		5-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Tumor-Associated Antigen (TAA)-Specific Cytotoxic T Lymphocytes (CTLs) (TACTOPS)		No product listed for IND 17588		Treatment of pancreatic cancer patients with metastatic or locally advanced unresectable or resectable disease		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17586		IND		5-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Tumor-Associated Antigen (TAA)-Specific Cytotoxic T Lymphocytes (CTLs)		No product listed for IND 17586		Treatment of breast cancer patients with metastatic or locally recurrent unresectable disease as measured by clinical benefit rate according to RECIST criteria		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17461		IND		25-Apr-17		ACTIVE		5/25/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Autologous T-Cells Transduced with Retroviral Vectors Expressing a second Generation Chimeric Antigen Receptor CD5.CAR		No product listed for IND 17461		Relapsed/refractory CD5+ T cell malignancies		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17391		IND		20-Mar-17		ACTIVE		4/19/17						OTAT		OBRR		CSL Behring LLC		C1 Esterase Inhibitor (Human)		C1 Esterase Inhibitor, Human		Chronic treatment of refractory antibody mediated rejection (AMR) in adult kidney transplant recipients in combination with i.v. immunoglobulin containing regimens		CM						3								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17335		IND		1-Feb-17		ACTIVE		3/3/17						OTAT		OCTGT		Borrello MD, Ivan		Lenalidomide with or without Allogeneic Myeloma GM-CSF Vaccine (Irradiated H929, U266 and K562/GM-CSF cells)		Multiple products listed for IND 17335		Treatment of Multiple Myeloma		RH						2		S4						N								UFP		CELL AND GENE THERAPY

		17414		IDE		3-Mar-17		REFUSE TO ACCEPT		3/28/17						OTAT		OCTGT		Tissue Genesis LLC		Cell Isolation System		Fat (Adipose) Tissues		Treatment of the Symptoms of Erectile Dysfunction		CM						1								N								UFM		DEVICES

		17589		IND		6-Jul-17		WITHDRAWN		10/4/17						OTAT		OCTGT		The Methodist Hospital Research Institute		Autologous adipose-derived mesenchymal stem cells		Autologous adipose-derived mesenchymal stem cells		Treatment of Autoimmune Thromocytopenia Purpura and Hemolytic Uremic Syndrome in a Single Patient		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17690		IND		28-Aug-17		ACTIVE		9/27/17						OTAT		OCTGT		Childs MD, Richard W		Autologous enriched T cells (CD8+/CD34+) Transduced with Retroviral Vector (HERV-E TCR CD34t 7G1) Expressing HERV-E T cell Receptor Gene		No product listed for IND 17690		Clear cell Renal Cell Carcinoma		RH				G4										N								UFP		CELL AND GENE THERAPY

		17348		IND		7-Feb-17		ACTIVE		3/9/17						OTAT		OCTGT		Childs MD, Richard W		Allogeneic Cord Blood-derived Ex Vivo Expanded with or without Allogeneic Haploidentical Donor Co-transplantation		Multiple products listed for IND 17348		Severe Aplastic Anemia (SAA) and Myelodysplastic Syndrome (MDS)		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17685		IND		25-Aug-17		ACTIVE		9/14/17						OTAT		OCTGT		Bota MD PhD, Daniela A		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		SINGLE PATIENT USE: Treatment for Glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17504		IND		1-Jun-17		ACTIVE		6/30/17						OTAT		OCTGT		Govindan MD, Ramaswamy		Pilot Feasibility Study of the Combination of a Personalized Therapeutic Anti-tumor Vaccine with Pembrolizumab		Multiple products listed for IND 17504		Non-Small Cell Lung Cancer		RH						1								N								UFP		CELL AND GENE THERAPY

		17748		IND		1-Dec-17		ACTIVE		12/29/17						OTAT		OCTGT		Juno Therapeutics Inc		Autologous CD4+ and CD8+ T Cells (JCARH125) Transduced with Replication-Incompetent, Self-Inactivating (SIN) Lentiviral Vector(v20008) encoding Chimeric Antigen Receptor (CAR-T) and B-Cell Maturation Antigen (BCMA)		Autologous CD4+ and CD8+ T cells Transduced with Self-Inactivating (SIN) Lentiviral Vector (v20008) Expressing CD19-specific Chimeric Antigen Receptor (CAR) (JCAR0125)		Immunotherapy for relapsed or refractory multiple myeloma		CM				G1		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17444		IND		12-Apr-17		ACTIVE		5/12/17						OTAT		OCTGT		Mueller MD PhD, Sabine		Modified Measles virus MV-NIS		Human Thyroidal Sodium-Iodide Symporter Gene (Measles Virus Vector) MV-NIS		Multiply recurrent medulloblastoma single patient expanded access		RH		SP		G5										N								UFP		CELL AND GENE THERAPY

		17678		IND		23-Aug-17		ACTIVE		12/13/17		HOLD		9/22/17		OTAT		OCTGT		Bleakley MD PhD, Marie		Allogenic CD8+ and CD4+ Memory T Cells Transduced with a Lentiviral Vector (LV; pRRLSIN) Containing iC9-HA1 TCR2-RQR-CD8 transgene to Express an HA-1-Specific T cell Receptor		Multiple products listed for IND 17678		Patients with persistent or recurrent acute leukemia undergoing or following HCT		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17576		IND		28-Jun-17		ACTIVE		6/28/17						OTAT		OCTGT		Levy MD PhD, Michael L		Allogeneic-Unrelated Bone Marrow Derived Mesenchymal Stem Cells		No product listed for IND 17576		Emergency - Treatment of COPD				EM

		17584		IND		3-Jul-17		ACTIVE		12/15/17		HOLD		8/2/17		OTAT		OCTGT		Wake Forest Institute for Regenerative Medicine		Autologous corporal smooth muscle cells (SMC) and endothelia cells(EC) seeded on decellularized corpora cavernose.		Multiple products listed for IND 17584		Repair or replace irreversibly damaged penile corpora		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17583		IND		3-Jul-17		HOLD		8/2/17		HOLD		8/2/17		OTAT		OCTGT		Wake Forest Institute for Regenerative Medicine		Autologous Urothelial Cells (UC) and Smooth Muscle Cells (SMC) Seeded on a Polyglycolic Acid (PGA) Bladder Shaped Scaffold		Multiple products listed for IND 17583		Subjects with Fibrotic Contracted Bladder		RH						2		S5						5								UFP		CELL AND GENE THERAPY

		17562		IND		22-Jun-17		ACTIVE		9/20/17		HOLD		7/21/17		OTAT		OCTGT		Bollard MD, Catherine		Autologous ex vivo expanded HIV-1 specific T-cells (HST-NEETs)		No product listed for IND 17562		Therapy in HIV-infected individuals suppressed on antiretroviral therapy (ART)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17762		IND		5-Oct-17		ACTIVE		10/11/17						OTAT		OCTGT		Kiromic Inc		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor, Tumor Necrosis Factor-alpha, Interleukin-1beta, Pulsed with Tumor Antigens and Followed by Low Dose Interleukin-2		Multiple products listed for IND 17762		Hematological malignancies		CM						1								N								UFP		CELL AND GENE THERAPY

		17669		IND		25-Aug-17		ACTIVE		9/24/17						OTAT		OBRR		Cambium Medical Technologies LLC		Fibrinogen-Depleted Human Platelet Lysate		Multiple products listed for IND 17669		Dry Eye Secondary to Graft vs. Host Disease		CM						1								N								UFP		HEMATOLOGICS

		17482		IND		5-May-17		EXEMPT		5/16/17						OTAT		OCTGT		Ramsingh MD, Giridharan		HLA-mismatched allogeneic cellular therapy (Microtransplantation)		No product listed for IND 17482		Intermediate-Risk Acute Myeloid Leukemia <60 years		RH						2								N								UFP		CELL AND GENE THERAPY

		17619		IND		4-Aug-17		ACTIVE		9/1/17						OTAT		OCTGT		Kite Pharma Inc		Autologous Anti-BCMA CAR TCells, transduced with a self-inactivating (SIN) lentiviral vector encoding an anti-B-cell maturation antigen (BCMA) CD28/CD3-zeta chimeric antigen receptor (KITE-585)		autologous T cells genetically modified ex vivo to express a chimeric antigen receptor (CAR) that specifically recognizes B-cell maturation antigen (KITE-585)		For the treatment of patients with relapsed/refractory multiple myeloma (RRMM)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17647		IND		7-Aug-17		ACTIVE		9/6/17						OTAT		OCTGT		Wen MD, Patrick		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use -Immunotherapy for glioblastoma multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17523		IND		5-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Baxalta US Inc		Adeno-Associated Virus 8 Vector (AAV8) expressing codon optimized human B-domain deleted Factor VIII [BAX 888]		recombinant adeno-associated virus (AAV) vector containing a single-stranded DNA of a B-domain-deleted human factor VIII (BDD-FVIIIopt) cDNA		Treatment of hemophilia A		CM				G5		1								1								UFP		CELL AND GENE THERAPY

		17905		IDE		28-Dec-17		PENDING		12/28/17						OTAT		OCTGT		BioCardia Inc		CardiAMP CSCell Separator (BioCardia), Autologous Bone Marrow Mononuclear Cells, Administered via Helix Transendocardial Catheter		No product listed for IND 17905		Treatment of chronic myocardial ischemia refractory angina.		CM						2		S1						N								UFM		DEVICES

		17857		IND		24-Nov-17		ACTIVE		12/22/17						OTAT		OCTGT		Seattle Children's Research Institute		Autologous T cells Selected with CliniMACS CD8 and CD4 reagent systems Transduced with A Self-Inactivating Lentiviral Vector Expressing HER-2-specific Chimeric Antigen Receptor and truncated EGF Receptor		No product listed for IND 17857		Treatment of Her2 positive  recurrent/refractory pediatric brain tumors.		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17723		IND		18-Sep-17		ACTIVE		10/18/17						OTAT		OCTGT		Seattle Children's Research Institute		Defined Composition CD4 and CD8 T Cells Lentivirally Transduced to Express a Second Generation 4-1BB:zeta CD22 CAR-EGFRt and a Second Generation 4-1BB:zeta CD19 CAR-Her2tG		No product listed for IND 17723		CD19+CD22+ Leukemia and lymphoma		RH				G1										N								UFP		CELL AND GENE THERAPY

		17476		IND		2-May-17		ACTIVE		6/1/17						OTAT		OCTGT		Seattle Children's Research Institute		Defined composition CD4 and CD8 T Cells Lentivirally Transduced to Express a Second Generation 4-1BB:zeta CD22 CAR and EGFRt		Definied Composition CD4 and CD8 T Cells Lentivirally Transduced to Express 2nd gen 4-1BB:zeta CD22 CAR and EGFRt		CD22+ Malignancies		RH				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17323		IND		17-Jan-17		ACTIVE		4/4/17		HOLD		3/10/17		OTAT		OCTGT		Seattle Children's Research Institute		Autologous CD4 and CD8 T Cells Transduced to Express a Truncated CD19 (CD19t) Transgene		Autologous CD4+ and CD8+ T Cells Transduced with Self-Inactivating Lentiviral Vector to Expressing a CD19-Truncated Protein (T-APC); Cultured with IL-2, IL-7 and IL-15		Treatment of patients with CD19+ Malignancies		RH				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17427		IND		4-Apr-17		ACTIVE		9/7/17		HOLD		7/24/17		OTAT		OCTGT		Boston Biomedical Inc		DSP 7888 Dosing Emulsion [DSP - 7888 K (killer Peptide) + DSP - 7888 H (Helper Peptide) derived from WT1 protein] + Montanide		DSP-7888		Recurrent or Progressive Glioblastoma following Initial Therapy		CM						1								N								UFP		CELL AND GENE THERAPY

		17593		IND		11-Jul-17		ACTIVE		9/20/17		HOLD		7/24/17		OTAT		OCTGT		Boston Biomedical Inc		DSP 7888 Dosing Emulsion [DSP - 7888 K (killer Peptide) + DSP - 7888 H (Helper Peptide) derived from WT1 protein] + Montanide in combination with Immune Checkpoint Inhibitors Nivolumab or Atezolizumab		Multiple products listed for IND 17593		Advanced Solid Tumors		CM						1								N								UFP		CELL AND GENE THERAPY

		17861		IND		18-Dec-17		PENDING		12/18/17						OTAT		OCTGT		Moderna Therapeutics Inc		mRNA (CX-012908) Expressing KRAS Mutations (G12C, C12V, G12D, and G13D) and mRNA(CX-012871) Expressing Transmembrane Protein 173 (TMEM173); in a Lipid Nanoparticle; and Pembrolizumab		No product listed for IND 17861		Solid tumors harboring KRAS mutations		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17390		IND		12-May-17		ACTIVE		6/11/17						OTAT		OCTGT		Moderna Therapeutics Inc		mRNA-4157, an mRNA-based personalized cancer vaccine		mRNA		treatment of patients with solid tumors		CM				G6		1								6								UFP		CELL AND GENE THERAPY

		17843		IND		20-Dec-17		PENDING		12/20/17						OTAT		OCTGT		Voyager Therapeutics		Adeno-Associated Virus Serotype 2 (VY-AADC02) Expressing Human Aromatic L-Amino Decarboxylase		No product listed for IND 17843		treatment of Parkinson's Disease		CM				G5		2				FR				N								UFP		CELL AND GENE THERAPY

		17830		IND		30-Nov-17		HOLD		12/29/17		HOLD		12/29/17		OTAT		OBRR		Inhibrx 101 LP		Human Alpha-1 Antitrypsin IgG4 Fc Fusion Protein		No product listed for IND 17830		Chronic Augmentation and Maintenance Therapy in Adults with Emphysema due to Congenital Deficiency of A1PI, also known as Alpha-1 Antitrypsin Deficiency (AATD)		CM						1								N								UFP		HEMATOLOGICS

		17636		IND		28-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Kumar Monga MD, Varun Vijay		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use: Immunotherapy for primary glioblastoma multiforme; Compassionate Use		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17571		IND		17-Jul-17		ACTIVE		8/16/17						OTAT		OCTGT		Unum Therapeutics Inc		Autologous T-cells Transduced with Retroviral Vector Expressing Antibody-coupled T-cell Receptors CD16V-41BB-CD3zeta; and a non-fucosylated IgG1 subclass monoclonal antibody targeting BCMA (SEA-BCMA)		Multiple products listed for IND 17571		Treatment of relapsed or refractory multiple myeloma		CM				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17446		IND		27-Apr-17		ACTIVE		5/26/17						OTAT		OCTGT		Unum Therapeutics Inc		1) ACTR707, autologous T cells expressing antibody-coupled T cell receptor (ACTR; CD16V-CD28-CD3?), administered by IV infusion& 2) Rituximab, a CD20-directed cytolytic antibody, administered by IV infusion		ACTR707; ACTR T-cell product; autologous T cells expressing antibody-coupled T-cell receptors (ACTR; CD16V-CD28-CD3zeta)		Treatment of relapsed or refractory CD20+ B cell lymphoma in combination with rituximab		CM				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17318		IND		11-Jan-17		WITHDRAWN		2/7/17						OTAT		OBRR		Protease Pharmaceuticals Inc		Recombinant Alpha-1 antitrypsin: Pulmaris		Recombinant Alpha-1 Proteinase Inhibitor expressed in yeast		Infusion Therapy for A1AD		CM						1								N								UFP		HEMATOLOGICS

		17878		IND		13-Dec-17		PENDING		12/13/17						OTAT		OBRR		Levine MD, John E		Alpha-1-antitrypsin (AAT, Alpha-1-Proteinase Inhibitor, A1P1) Glassia (Kamada)		Alpha-1-antitrypsin		Pre-Emption of Steroid-Refractory Acute GVHD		RH						1								N								UFP		HEMATOLOGICS

		17658		IND		30-Aug-17		ACTIVE		9/29/17						OTAT		OCTGT		Sangamo Therapeutics		Autologous Hematopoietic Stem and Progenitor Cells (HSPC) Transfected with mRNA Modified by CD34+ using Zinc Finger Nuclease (ZFN)		Multiple products listed for IND 17658		Treatment of beta-thalassemia		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17695		IND		12-Sep-17		PARTIAL HOLD		10/12/17		PARTIAL HOLD		10/12/17		OTAT		OCTGT		Solid Biosciences LLC		Adeno-Associated Virus Vector Serotype 9 (rAAV9) with a 5-repeat human microdystrophin expression cassette (h-micro D5) under control of a synthetic muscle-specific regulatory cassette (CK8), derived from the human muscle creatine kinase promoter and enhancer expressing functional microdystropin in muscle tissue; (rAA V9-CK8-h micro D5) /SGT-001		No product listed for IND 17695		For the treatment of Duchenne Muscular Dystrophy		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17475		IND		11-Aug-17		ACTIVE		9/10/17						OTAT		OBRR		Bio Products Laboratory Limited		Human Rabies Immuno Globulin (HRIG)		Human Rabies Immune Globulin (HRIG)		Post-exposure prophylaxis of rabies infection in persons after exposure to scratches, bites or other injuries including mucous membrane contamination with infectious tissue, such as saliva, caused by a rabid animal.		CM						3								N								UFP		HEMATOLOGICS

		17434		IND		6-Apr-17		ACTIVE		4/12/17						OTAT		OCTGT		Peereboom MD, David		SL-701		No product listed for IND 17434		Treatment of Gioblastoma		RH		SP												N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17436		IND		6-Apr-17		ACTIVE		5/5/17						OTAT		OCTGT		Bachanova MD PhD, Veronika		HLA-haploidentical or HLA-mismatched related donor nicotinamide expanded-natural killer (NAM-NK) cell based therapy		Peripheral blood mononuclear cells (PBMC)		Relapsed/Refractory Multiple Myleoma and Relapsed/Refractory CD20-positive non-Hodgkin Lymphoma		RH						1		S4						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17713		IND		18-Oct-17		ACTIVE		11/17/17						OTAT		OCTGT		SillaJen Biotherapeutics		Vaccinia/GM-CSF Virus (human, recombinant, monkey, DynCorp) Expressing GM-CSF Gene Administered in Combination with PD1 Inhibitor; Administered intravenous or intratumoral		Vaccina/GM-CSF Virus Expressing GM-CSF Gene		Metastatic or Unresectable Renal Cell Carcinoma (RCC)		CM						1								N								UFP		CELL AND GENE THERAPY

		17180		IND		9-Jan-17		WITHDRAWN		2/1/17						OTAT		OBRR		Biotest AG		Immune Globulin Intravenous (Human), 10% Liquid ([IgG Next Generation (BT595)]		Immune Globulin Intravenous (Human), 10% Liquid, IgG Next Generation (BT595)		Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)		CM						3								N								UFP		HEMATOLOGICS

		17520		IND		13-Jun-17		ACTIVE		7/13/17						OTAT		OBRR		Biotest AG		Immune Globulin Intravenous (Human), 10% Liquid; IgG Next Generation (BT595)		Immune Globulin Intravenous (Human), 10% Liquid; IgG Next Generation (BT595)		Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)		CM						3								N								UFP		HEMATOLOGICS

		17696		IND		17-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		Atara Biotherapeutics Inc		ATA188 or allogeneic latency-2 EBV-targeted cytotoxic T lymphocytes  (allogeneic L2-EBV-CTLs)		No product listed for IND 17696		Multiple Sclerosis		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17393		IND		6-Mar-17		ACTIVE		3/6/17						OTAT		OCTGT		Atara Biotherapeutics Inc		Allogeneic Cytomegalovirus (CMV-pp65)-Specific T Cells Derived from Hematopoietic Stem Cell Donor PBMC, Stimulated with CMV-pp65-Loaded Donor-Derived Dendritic Cells or CMV-pp65-Loaded Donor-Derived EBV-Transformed B-Lymphoblastoid Cell Lines and Cultured ex vivo with  Interleukin-2 (Chiron)		Multiple products listed for IND 17393		Emergency - treatment of CMV retinitis		RH		EM						S5						N								UFP		CELL AND GENE THERAPY

		17269		IND		1-Feb-17		ACTIVE		3/3/17						OTAT		OCTGT		Institut de Recherches Internationales Servier		UCART19-S68587		UCART 19/S 68587		Relapsed/Refractory B-cell Acute Lymphoblastic Leukemia		CM				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17546		IND		30-Jun-17		ACTIVE		7/28/17						OTAT		OCTGT		Ultimovacs AS		Human telomerase reverse transcriptase subunit (hTERT) Synthetic Peptides (UV1); and GM-CSF		Three synthetic peptides, one (30-mer (P719-20)) and two (15-mer (P728 and P725)		Treatment of malignant melanoma		CM						1								8								UFP		CELL AND GENE THERAPY

		17812		IND		15-Nov-17		PARTIAL HOLD		12/15/17		PARTIAL HOLD		12/15/17		OTAT		OCTGT		REGENXBIO Inc		Recombinant adeno-associated virus serotype 9 (AAV9) expressing human iduronate-2-sulfatase expression cassette; (AAV9.CB7.hIDS) [RGX-121 ]		Recombinant adeno-associated virus serotype 9 expressing human iduronate-2-sulfatase expression cassette		Treatment of Mucopolysaccharidosis Type II (MPS II)		CM				G5		1				FR				N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17565		IND		6-Jul-17		PARTIAL HOLD		8/4/17		PARTIAL HOLD		8/4/17		OTAT		OCTGT		REGENXBIO Inc		Adeno-associated Virus Serotype 9 Capsid Containing Human Iduronidase Expression Cassette		Multiple products listed for IND 17565		Treatment of Mucopolysaccharidosis type I (MPS I)		CM				G5		1								N		ORPHAN DESIGNATION		RARE PEDIATRIC DISEASE				UFP		CELL AND GENE THERAPY

		17280		IND		6-Jan-17		ACTIVE		2/3/17						OTAT		OCTGT		REGENXBIO Inc		Adeno-Associated Virus (AAV) Serotype 8, Expressing anti-Vascular Endothelial Growth Factor (VEGF) Antigen-Binding Factor (Fab) (RGX-314  )		Recombinant adeno-associated virus serotype 8; expressing anti-vascular endothelial growth factor (VEGF) antibody fragment [Antigen-Binding Factor (Fab) (RGX-314)]		Treatment of neovascular (wet) age-related macular degeneration (nAMD)		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17320		IND		31-Jan-17		WITHDRAWN		3/2/17						OTAT		OCTGT		REGENXBIO Inc		Recombinant adeno-associated virus (rAAV) serotype 9, expressing human iduronidase (hIDUA) (RGX-111)		adeno-associated virus (rAAV) serotype 9 (AAV9.CB7.hIDUA (RGX-111) expressing human iduronidase		Treatment of Mucopolysaccharidosis Type I (MPS I)		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17413		IND		21-Mar-17		WITHDRAWN		8/8/17						OTAT		OCTGT		Nemecek MD, Eneida		Remestemcel-L		Ex vivo Expanded Mesenchymal Precursor Cells, Allogeneic		Emergency - Yes, treatment of steroid resistant GVHD		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17591		IND		5-Jul-17		ACTIVE		7/18/17						OTAT		OCTGT		Gabrail Cancer Center Research LLC		Live, Attenuated Listeria Monocytogenes Bacteria, Expressing Human Papilloma Virus Type 16 E7 Tumor Antigen Linked to Listeriolysin O Protein (Lm-LLO-E7)		No product listed for IND 17591		Advanced cervical cancer		RH		EM		G8										N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17491		IND		17-May-17		ACTIVE		6/16/17						OTAT		OCTGT		Innate Immunotherapeutics Ltd		MIS416 (Bacteria derived microparticles (Propionibacterium acnes) containing muramyl dipeptidesand nucleic acid fragments)		Multiple products listed for IND 17491		Treatment of Secondary Progressive Multiple Sclerosis		CM				G8		2								N								UFP		CELL AND GENE THERAPY

		17665		IND		14-Aug-17		ACTIVE		9/13/17						OTAT		OCTGT		Aregawi MD, Dawit		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		SINGLE PATIENT USE: Treatment for Glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17668		IND		15-Aug-17		ACTIVE		9/25/17		HOLD		9/14/17		OTAT		OCTGT		Merrell MD, Ryan T		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Expanded Accesas Use: Treatment for primary glioblastoma		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17765		IND		11-Oct-17		ACTIVE		11/9/17						OTAT		OCTGT		Lineberger Comprehensive Cancer Center		Autologous Peripheral Blood Mononuclear Cells Activated with anti-CD3 and anti-CD28, Transduced with Retroviral Vector (SFG.CAR.CD138hCD8a.4-1BBz) Expressing CD138 Chimeric Antigen Receptor (CAR138 T-cells)		Multiple products listed for IND 17765		Treatment of Multiple Myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17835		IND		15-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		Lineberger Comprehensive Cancer Center		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec]; Nivolumab (OPDIVO; BMS-936668; MDX1106; ONO-4538)		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Immunotherapy for malignant pleural effusion		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17744		IND		27-Oct-17		ACTIVE		11/21/17						OTAT		OCTGT		Eureka Therapeutics Inc		Autologous T cells transduced with lentiviral vector expressing ARTEMIS Chimeric Antigen Receptor Targeting CD19		No product listed for IND 17744		relapsed/refractory CD19+ Non-Hodgkin's lymphoma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17886		IND		16-Dec-17		ACTIVE		12/16/17						OTAT		OCTGT		Salzverg, Dana		tisagenlecleucel		No product listed for IND 17886		Emergency - commercial product did not meet release criteria for mycoplasma		RH		EM		G4										N								UFP		CELL AND GENE THERAPY

		17307		IND		3-Jan-17		ACTIVE		11/2/17		HOLD		8/31/17		OTAT		OCTGT		Cellectis SA		Allogeneic, Non-Allo-Reactive (TCR and RQR8 edited by TALEN) T-cells Transduced with a Lentiviral Vector Expressing an Anti-CD123 CAR CAR+TCR??-		Multiple products listed for IND 17307		Acute Myeloid Leukemia		CM				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17464		IND		10-May-17		ACTIVE		6/9/17						OTAT		OBRR		Bioverativ Therapeutics Inc		BIVV001 (rFVIIIFc-VWF-XTEN)/Treatment of hemophilia A		rFVIIIFc-VWF-XTEN  (BIVV001)		Treatment of Hemophilia A		CM						1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17270		IND		12-Jan-17		ACTIVE		4/27/17		HOLD		2/10/17		OTAT		OCTGT		ViaCyte Inc		Allogeneic human embryonic stem cells (CyT49) differentiated and expanded to pancreatic endoderm progenitor cell aggregates (PEC-01) and encapsulated in perforated device (PD20 and PD300)		Multiple products listed for IND 17270		Type 1 Diabetes Mellitus and Hypoglycemia Unawareness		CM						1		S3						5						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17630		IND		26-Jul-17		ACTIVE		7/26/17						OTAT		OCTGT		Elist, James J		PAN-301-1 (HAAH Bacteriophage Nanoparticle Vaccine, HAAH-1 )		No product listed for IND 17630		Emergency - Treatment of metastatic ovarian cancer in a single patient.		RH		EM		G8										N								UFP		CELL AND GENE THERAPY

		17366		IND		16-Feb-17		ACTIVE		2/16/17						OTAT		OCTGT		Flake, Alan W		CD34 cells isolated by CliniMACS		Peripheral blood stem cells		Emergency -  to treat X-linked Hyper IGM Syndrome		RH		EM						S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17456		IND		21-Apr-17		ACTIVE		5/21/17						OTAT		OCTGT		Jacobs MD, Joshua S		Subcutaneous Berinert at 60 units per Kg		C1 inhibitor		Subcutaneous administration of human plasma-derived C1-esterase inhibitor in the prophylactic treatment of hereditary angioedema.		RH		TR												N								UFP		HEMATOLOGICS

		17776		IND		13-Nov-17		ACTIVE		12/13/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, avelumab, and aldoxorubicin hydrochloride		Multiple products listed for IND 17776		Pancreatic Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17538		IND		15-Jun-17		ACTIVE		7/15/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic NKCells (NK-92) Transformed with CD16.158V and Intracellular ER IL-2; Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin), Yeast Vectors Expressing Antigens (Mutant Ras, Brachyury, CEA), IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NAb-Paclitaxel, Bevacizumab, Avelumab, Rituximab		Multiple products listed for IND 17538		triple negative breast cancer (TNBC)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17537		IND		14-Jun-17		ACTIVE		7/14/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92), Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin), Yeast Vectors Expressing Antigens (CEA, Brachyury), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NaB-Paclitaxel, Bevacizumab, and Avelumab		Multiple products listed for IND 17537		Indication: Melanoma		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17536		IND		13-Jun-17		ACTIVE		7/13/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Vectors Expressing Antigens (Brachyury, Mucin), Brachyury Yeast Vaccine (GI-6301) and IL-15 (ALT-803) in Combination with Cyclophosphamide, Cisplatin, Capecitabine, Fluorouricil, Leucovorin, nAb-Naclitaxel, Bevacizumab, Avelumab, and Omega-3-Acid Ethyl Esters.		Multiple products listed for IND 17536		Indication: Merkel Cell Carcinoma (MCC)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17709		IND		22-Sep-17		ACTIVE		10/20/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, and avelumab		Multiple products listed for IND 17709		Pancreatic cancer		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17545		IND		16-Jun-17		ACTIVE		7/14/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (CD16.158V and ER IL-2), Adenovirus (Expressing HER2, Brachyury, Mucin), Yeast Vector (Expressing Ras, Brachyury), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NAb-Paclitaxel, Bevacizumab, and Avelumab		Multiple products listed for IND 17545		Ovarian Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17794		IND		8-Dec-17		PENDING		12/8/17						OTAT		OCTGT		NantKwest Inc		NK-92/5.28.z (HER2.taNK), Allegeneic clonal cell line generated from NK-92 cell line expressing a second generation chimeric antigen receptor (CAR), administered by intravenous (IV) infusion.		No product listed for IND 17794		Metastatic or Locally Advanced HER2-positive Solid Tumors		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17701		IND		21-Nov-17		ACTIVE		12/21/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92) transformed with high affinity CD16 and intracellular IL-2, Adenovirus vectors expressing antigens (CEA, brachyury, mucin, HER2), yeast vectors expressing antigens (mutant Ras, brachyury, CEA), IL-15 (ALT-803), and Aldoxorubicin HCL in combination with low dose chemotherapy, radiation, and antibody treatments		Multiple products listed for IND 17701		Treatment of squamous cell carcinoma		CM				G4		1								6								UFP		CELL AND GENE THERAPY

		17700		IND		21-Nov-17		ACTIVE		12/20/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92) transformed with high affinity CD16 and intracellular IL-2, Adenovirus vectors expressing antigens (brachyury, CEA, mucin), yeast vector expressing cancer antigens (CEA, brachyury, mutated RAS), IL-15 (ALT-803), and Aldoxorubicin HCl in combination with chemotherapy, radiation, and antibody treatments.		No product listed for IND 17700		Triple Negative Breast Cancer (TNBC).		CM				G1		1								6								UFP		CELL AND GENE THERAPY

		17535		IND		12-Jun-17		ACTIVE		7/12/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin, HER2), Yeast Vectors Expressing Antigens (Mutant Ras, Brachyury, CEA), and IL-15 (ALT-803) in Combination with Chemotherapy, Radiation, and Antibody Treatments.		Multiple products listed for IND 17535		Head and neck squamous cell carcinoma (HNSCC)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17534		IND		9-Jun-17		ACTIVE		7/7/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Expressing Mucin (Ad5 [E1-E2b]-muc1), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, Nab-paclitaxel, Bevacizumab, Avelumab, Rituximab, and Omega-3-Acid Ethyl Esters.		Multiple products listed for IND 17534		non-Hodgkin lymphoma		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17394		IND		17-Mar-17		ACTIVE		4/16/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, and avelumab		Multiple products listed for IND 17394		Metastatic pancreatic adenocarcinoma		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17550		IND		15-Jun-17		ACTIVE		8/11/17		HOLD		7/13/17		OTAT		OCTGT		Murphy MD, Steven		Allogeneic Human Stem Cells		No product listed for IND 17550		Single patient treatment of Neuropathy and ALS.		RH		SP												N								UFP		CELL AND GENE THERAPY

		17575		IND		28-Jun-17		ACTIVE		7/27/17						OTAT		OCTGT		Carella DO, Beth		CD3+/CD19+ Depleted T-Cells Collected on the CliniMACS Device		Multiple products listed for IND 17575		Sickle Cell with Vasoocclusive Episodes and acute chest syndrome in a single patient		RH		SP						S1						5								UFP		CELL AND GENE THERAPY

		17781		IND		3-Nov-17		ACTIVE		12/3/17						OTAT		OBRR		Emergent BioSolutions Canada Inc.		ZIKV-IG (Anti-Zika Immune Globulin (Human))		Anti-Zika Immune Globilin		Prophylaxis of Zika virus in at-risk populations, including women of child-bearing potential and pregnant women.		CM						1				FR				N								UFP		HEMATOLOGICS

		17627		IND		24-Aug-17		ACTIVE		9/23/17						OTAT		OBRR		Emergent BioSolutions Canada Inc.		Anti-Influenza Immune Globulin Intravenous (Human)(FLU-IGIV )		Human Anti-Influenza Immune Globulin (FLU-IG)		Treatment of serious influenza infection in hospitalized patients		CM						2								N								UFP		HEMATOLOGICS

		17489		IND		1-Jun-17		ACTIVE		6/30/17						OTAT		OCTGT		Creelan MD, Ben		Nivolumab and Tumor Infiltrating Lymphocytes (TIL) Vaccine		Multiple products listed for IND 17489		Treatment of patients with Advanced non-small cell lung cancer		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17498		IND		1-Jun-17		ACTIVE		6/29/17						OTAT		OCTGT		Q Therapeutics, Inc		Allogeneic Human Fetal-derived Glial Restricted Progenitor Cells		Multiple products listed for IND 17498		For the treatment of patients with Transverse Myelitis		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17493		IND		12-May-17		ACTIVE		6/2/17						OTAT		OCTGT		LaRocca MD, Renato V		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells,		Single Patient Use: Immunotherapy for glioblastoma multiforme (GBM)		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17525		IND		1-Jun-17		ACTIVE		6/30/17						OTAT		OCTGT		Carvajal MD, Richard		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Granulocyte-Macrophage Colony-Stimulating Factor, Matured with BCG and Interferon-gamma, (DCVax-Direct); Administered Intratumoral		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use: Immunotherapy for metastatic ovarian cancer		RH		SP				1		S4						N								UFP		CELL AND GENE THERAPY

		17652		IND		8-Aug-17		ACTIVE		9/7/17						OTAT		OCTGT		EpicentRx, Inc		Adenovirus Type 5 (Serotype 5) (PSV1) Expressing the dl309 Strain Containing a Deletion in the E3 RIDalpha, RIDbeta, and 14.7k genes and the E1b-19k Gene		Personalized Ad5 vector (PSV-1) with concatemers of patient-specific antigens, deletion in the  Pea3E and  E2f1 promoter.		Sigmoid Colon Cancer with Metachronous Hepatic Metastases		RH		SP		G5										N								UFP		CELL AND GENE THERAPY

		17873		IND		11-Dec-17		PENDING		12/11/17						OTAT		OCTGT		EpicentRx, Inc		Single Patient-Specific Adenoviral Vaccine (PSV-2), Adenovirus Type 5 with Deletions of Pea3 and E2f Binding Sites, and Anti-Apoptotic E1B-19K Region Replaced with Patient's Tumor Specific Peptide		Single Patient-Specific Adenoviral Vaccine (PSV-2), Adenovirus Type 5 with Patient's Tumor Specific Peptide		nonfunctional metastatic neuroendocrine disease of the pancreas in a single patient		CM		SP		G1		1								N								UFP		CELL AND GENE THERAPY

		17729		IND		20-Sep-17		ACTIVE		10/20/17						OTAT		OCTGT		Stupp, Roger		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use: Treatment for Glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17445		IND		12-May-17		WITHDRAWN		6/13/17						OTAT		OCTGT		Cellscript LLC		RNA-based and/or Cell-based Autologous Therapy		No product listed for IND 17445		Cancers		CM						1								N								UFP		CELL AND GENE THERAPY

		17617		IND		19-Jul-17		ACTIVE		8/17/17						OTAT		OCTGT		Gregory MD, Kenton W		Autologous Bone Marrow Mononuclear Cells		Bone Marrow Mononuclear Cells; Autologous		Treatment lower extremity compartment syndrome		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17694		IND		30-Aug-17		ACTIVE		12/22/17		HOLD		9/29/17		OTAT		OCTGT		Merin MD PhD, Noah		Haploidentical Stem CellTransplantation with CD56-Enriched Donor Cell Infusion		No product listed for IND 17694		Relapsed/Refractory lymphoma or myeloma		RH						1								N								UFP		CELL AND GENE THERAPY

		17730		IND		20-Sep-17		EXEMPT		10/6/17						OTAT		OCTGT		Merin MD PhD, Noah		Allogeneic, HLA-Mismatched Peripehral Mononuclear Cells following  Blinatumomab; Infusion		Haploidentical Stem Cell Transplant; allogeneic		Treatment of patients  with relapsed/refractory CD19+ ALL.		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17693		IND		30-Aug-17		ACTIVE		9/29/17						OTAT		OCTGT		Andtbacka, Robert		Nivolumab (OPDIVO, BMS-936558, MDX1106, ONO-4538) HFIO 9 (Herpes Simplex Virus type 1 (HSV-1) strain HP clone 10)		Mutant Herpes Simplex Virus type 1 Clone		Immunotherapy for resectable stage IIIB, IIIC, IVMla melanoma		RH				G5		2								6								UFP		CELL AND GENE THERAPY

		17838		IND		16-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		McBride MD, Kim L		Adeno-associated virus serotype 9 expressing human iduronate 2-sulfatase (IDS) gene (scAAV9.mCMV.hIDS)		No product listed for IND 17838		treatment of mucopolysaccharidosis type II		RH				G5		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17819		IND		9-Nov-17		WITHDRAWN		11/16/17						OTAT		OCTGT		Wang PhD, Hongjun		Autologous Adipose-derived Mesenchymal Stem Cells		No product listed for IND 17819		Treatment of diabetes		RH						1								N								UFP		CELL AND GENE THERAPY

		17836		IND		15-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		Wang PhD, Hongjun		Autologous adipose derived mesenchymal stromal cells		Autologous Adipost Tissue		Patients with newly diagnosed type 1 diabetes		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17448		IND		13-Apr-17		HOLD		5/12/17		HOLD		5/12/17		OTAT		OCTGT		Emvolio Inc		Autologous Dendritic Cells derived from PBMC, Cultured with Cytokines and Leukocyte Lysate (Transfer Factor); Administered  Intravenously, (StemVacs)		Autologous Dendritic Cells derived from PBMC		Treatment for solid tumors		CM						1		S4						N								UFP		CELL AND GENE THERAPY

		17438		IND		6-Apr-17		ACTIVE		4/6/17						OTAT		OCTGT		Sankhala MD, Kamalesh K		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Granulocyte-Macrophage Colony-Stimulating Factor, Matured with BCG and Interferon-gamma, (DCVax-Direct); Administered Intratumoral		No product listed for IND 17438		Emergency - Treatment of pancreatic cancer with liver metasteses in a single patient.		RH		EM						S4						N								UFP		CELL AND GENE THERAPY

		17662		IND		15-Aug-17		HOLD		9/14/17		HOLD		9/14/17		OTAT		OCTGT		infirst Healthcare Ltd		Granulox 10% Hemoglobin Spray (porcine hemoglobin)		10% Hemoglobin spray		Slow healing and chronic wounds		CM						3				FR		Breakthrough Therapy Designation		3								UFP		HEMATOLOGICS

		17408		IND		17-Mar-17		HOLD		4/14/17		HOLD		4/14/17		OTAT		OCTGT		Beatty MD, Robert M		Autologous Mesenchymal Stem Cells		Autologous Bone Marrow Aspirate		Compassionate use for single post-stroke patient with left sided hemiplegia		RH		SP						S1						N								UFP		CELL AND GENE THERAPY

		17868		IND		5-Dec-17		ACTIVE		1/4/18						OTAT		OCTGT		Archer PhD, Gary E		Autologous DCs derived from PBMC loaded with RNA encoding the Human Cytomegalovirus Matrix Protein, pp65 or Influenza Virus Matrix 1 (M1) Protein and Peripheral Blood Mononuclear Cells administered with GM-CSF as an Adjuvant		Multiple products listed for IND 17868		Immunotherapy for stage IV glioblastoma multiforme (GBM)		RH						2		S4						N								UFP		CELL AND GENE THERAPY

		17573		IND		28-Jun-17		HOLD		7/28/17		HOLD		7/28/17		OTAT		OCTGT		Archer PhD, Gary E		Autologous Dendritic Cells derived from PBMC pulsed with CMV pp65-LAMP mRNA, HIV gag p24 LAMP mRNA and Tetanus Diphtheria Toxoid Vaccine with and without Varlilumab		Autologous Dendritic Cells derived from PBMC		Immunotherapy for malignant brain tumors		RH				G5		2								N								UFP		CELL AND GENE THERAPY

		17528		IND		22-Jun-17		ACTIVE		7/21/17						OTAT		OCTGT		Janssen Research and Development LLC		JNJ-64041757 (ADU-214), a live-attenuated, double-deleted (LADD) strain of Listeria monocytogenes engineered to express human EGFRvIII (5X) and Mesothelin fusion protein, in combination with Nivolumab (BMS-936558/MDX-1106)		Multiple products listed for IND 17528		Non-small cell lung cancer (NSCLC)		CM				G8		2								N								UFP		CELL AND GENE THERAPY

		17484		IND		8-May-17		ACTIVE		6/7/17						OTAT		OCTGT		Mackall MD, Crystal L		Autologous T-cells transduced with bivalent lentiviral vector (CD19/CD22.BB.z) chimeric antigen receptor (CAR); following fludarabine and cyclophosphamide		Multiple products listed for IND 17484		Recurrent or refractory B Cell malignancies		RH				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17639		IND		28-Aug-17		HOLD		9/27/17		HOLD		9/27/17		OTAT		OCTGT		Ever Supreme Bio Technology		Allogeneic Human Umbilical Cord Blood Derived Stem Cells		Stem Cells, Human, Allogeneic, Cord-blood derived		Treatment of ST-elevation acute myocardial infarction.(STEMI)		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17368		IND		7-Mar-17		ACTIVE		4/6/17						OTAT		OCTGT		Papivax Biotech Inc		Heterologous HPV16 Vaccine, pNGVL4a-Sig/E7(detox)/HSP70, A Naked DNA Vaccine ("prime") and Tissue Antigen-Cervical Intraepithelial Neoplasia (TA-CIN) Fusion Protein comprised of HPV16 L2, E7 and E6 Proteins linked in Tandem ("boost"), Given Sequentially		Multiple products listed for IND 17368		Treatment of cervical cancer		CM				G6		2								N								UFP		CELL AND GENE THERAPY

		17677		IND		23-Aug-17		ACTIVE		9/22/17						OTAT		OCTGT		Longeveron LLC		Longeveron Mesenchymal Stem Cells; LMSCs; allogeneic human mesenchymal stem cells; bone marrow-derived allogeneic human mesenchymal cells (dosage form = intramyocardial injection)		No product listed for IND 17677		Hypoplastic left heart syndrome (HLHS)		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17746		IND		28-Sep-17		ACTIVE		10/27/17						OTAT		OCTGT		Isakoff MD PhD, Steven J		Four, 9-mer peptides that target tumor associated antigens -TAA, specifically XBP1, CD138 and CSI with Montanide ISA 720 VG VACCINE; co-administered with Pembrolizumab; [PVX-410]		Multiple products listed for IND 17746		treat Metastatic Triple Negative Breast Cancer (TNBC)		RH						1								8								UFP		CELL AND GENE THERAPY

		17657		IND		11-Aug-17		ACTIVE		9/8/17						OTAT		OCTGT		McDermott MD, Mary		DNA Plasmid Vector (pCK-HGFX7) Expressing Human Hepatocyte Growth Factor		Human Hepatocyte Growth Factor Gene (DNA Plasmid Vector, pCK-HGFX7)		Treatment of peripheral artery disease		CM				G6		2								N								UFP		CELL AND GENE THERAPY

		17777		IND		19-Oct-17		ACTIVE		10/19/17						OTAT		OCTGT		Pancari MD, Philip		Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells (Remestemcel-L)		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Emergency - to treat grade 4 steroid refractory acute graft versus host disease		RH		EM												N								NUF		CELL AND GENE THERAPY

		17326		IND		23-Jan-17		WITHDRAWN		4/26/17						OTAT		OCTGT		Aquino MD, Victor M		Rapidly Generated Multi-virus-Specific Cytotoxic T-Lymphocytes		Allogeneic Peptide-Stimulated Multivirus-directed specific CTLs targeting CMV, EBV, Adenovirus, BK virus and HHV6 antigens		Emergency - Treatment of refractory CMV encephalitis		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17779		IND		31-Oct-17		HOLD		11/30/17		HOLD		11/30/17		OTAT		OCTGT		Dib MD, Nabil		Autologous Bone Marrow Derived Progenitor Cells (t2c001) via Flowfusion  ND Infusion Catheter		Multiple products listed for IND 17779		to reduce the risk of death and hospitalization in patients with chronic ischemic heart failure and reduced ejection fraction		RH						1		S2						8								UFP		CELL AND GENE THERAPY

		17892		IND		22-Dec-17		ACTIVE		12/22/17						OTAT		OCTGT		Phillips MD, Christine		tisagenlecleucel		No product listed for IND 17892		Emergency - treatment of relapsed acute lymphocytic leukemia		RH		EM												N								UFP		CELL AND GENE THERAPY

		17595		IDE		12-Jul-17		APPROVED		10/19/17						OTAT		OCTGT		Pulsipher MD, Michael A		CliniMACS TCRaB/CD19 Combined Depletion System; A randomized trial of low versus moderate exposure busulfan for infants with Severe Combined Immunodeficiency (SCID) receiving TCR alpha-beta/CD19+ depleted transplantation		No product listed for IND 17595		Severe combined immunodeficiency (SCID)		RH						2								N								UFM		DEVICES

		17364		IND		14-Feb-17		ACTIVE		3/16/17						OTAT		OCTGT		Pulsipher MD, Michael A		Partially-HLA matched Allogeneic multivirus-specific T cell (VSTs)		Multiple products listed for IND 17364		Recipients of hematopoietic stem cell transplantation or diagnosis of a form of primary immunodeficiency disorder as treatment of persistent infection or reactivation(s) with CMV, adenovirus, and/or EBV		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17462		IND		25-Apr-17		ACTIVE		5/18/17						OTAT		OCTGT		Dardis MD, Christopher		SL-701		No product listed for IND 17462		Treatment of glioblastoma which progressed while using standard treatment.		RH		SP												N								UFP		CELL AND GENE THERAPY

		17472		IND		1-May-17		WITHDRAWN		11/15/17						OTAT		OCTGT		Foran MD, James M		Individual Patient Use of Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Single Patient with Bronchiolitis Obliterans; a complication of matched-related donor allogeneic stem cell transplantation for Refractory Hodgkin lymphoma		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17622		IND		21-Jul-17		ACTIVE		7/21/17						OTAT		OCTGT		Piccioni MD PhD, David		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use - Treatment of gliblastoma Multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17649		IND		7-Aug-17		ACTIVE		9/6/17						OTAT		OCTGT		MiMedx Group Inc		Allogeneic Micronized Dehydrated Human Annion/Chorion Membrane (micronized dHACM)		Human amniotic membrand		moderate or severe pain due to Achilles tendonitis with failed conservative treatment for at least I month.		CM						3		S3						3								UFP		CELL AND GENE THERAPY

		17719		IND		15-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		MiMedx Group Inc		Allogeneic Micronized Dehydrated Human Annion/Chorion Membrane (micronized dHACM)		Human amniotic membrane		Treatment of knee osteoarthritis		CM						2								N								UFP		CELL AND GENE THERAPY

		17629		IND		25-Jul-17		ACTIVE		8/21/17						OTAT		OCTGT		Fehniger MD PhD, Todd		Allogeneic HLA-Matched Related or Unrelated Natural Killer Cells (Miltenyi, CD56+), Cultured with Cytokines; in Combination with Chemotherapy		Multiple products listed for IND 17629		Relapsed AML after Allogeneic Hematopoietic Cell Transplant in Chlidren and Young Adults		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17370		IND		21-Feb-17		ACTIVE		3/7/17						OTAT		OCTGT		Mamcarz MD, Ewelina		Allogeneic, G-CSF Mobilized Haploidentical Stem Cell Transplantation, CD34+ Selected with the Magnetic-Activated Cell Sorter(Clinimacs, Miltenyi); Chemotherapy		Multiple products listed for IND 17370		Single Patient -Treatment  pediatric patient with SCID.		RH		SP				1		S1						N								UFP		CELL AND GENE THERAPY

		17308		IND		3-Jan-17		ACTIVE		1/3/17						OTAT		OCTGT		Madden MD, Lisa		Allogeneic Cytotoxic T Lymphocytes		Allogeneic Peptide-stimulated Multivirus-directed Specific CTLs targeting CMV, EBV, Adenovirus, BK virus and HHV6 antigens		Emergency - Treatment for adenovirus		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17733		IND		22-Sep-17		HOLD		10/20/17		HOLD		10/20/17		OTAT		OCTGT		Barrett MD PhD, David		CMV pp65 Peptide-Stimulated Allogeneic Lymphocytes Processed Using Miltenyi CliniMACS Cytokine Capture System (IFN-gamma, CD45)		No product listed for IND 17733		Treatmentof Refractory CMV with CytotoxicT cells in Children, Adolescents and Young Adults and Treatment of BK Virus Infection with Cytotoxic T cells in Patients Following Allogeneic Stem Cell Transplant		RH						1		S1						9								UFP		CELL AND GENE THERAPY

		17511		IND		23-May-17		ACTIVE		5/25/17						OTAT		OCTGT		Barrett MD PhD, David		Single patient IND Request for Use of BK Virus Cytotoxic T Lymphocytes (BK-CTLs) for subject CD.		T-Lymphocytes, Allogeneic, BK Virus-specific		AML and lymphoblastic leukemia (Burkitt's type)		RH		EM						S1						N								UFP		CELL AND GENE THERAPY

		17503		IND		18-May-17		WITHDRAWN		7/17/17						OTAT		OCTGT		Holmes MD, Jarrod P		SV-BR1 Breast Carcinoma Cell Line transfected w/DNA Plasmid (pcDNA3.1/GS, Invitrogen) Expressing GM-CSF Gene Mixed		Multiple products listed for IND 17503		Emergency - Treatment of metastatic breast cancer in a single patient.		RH		EM		G1										N								UFP		CELL AND GENE THERAPY

		17518		IND		26-May-17		ACTIVE		6/23/17						OTAT		OCTGT		Shah MD, Nirav		Autologous T-Cells Engineered to Contain an Anti-CD19 and Anti-CD20 scFv Coupled to CD3 zeta and 4-1BB Signaling Domains (CliniMACS Prodigy)		Multiple products listed for IND 17518		Patients with relapsed and/or refractory CD19 or CD20 positive B cell malignancies		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17767		IND		21-Nov-17		ACTIVE		12/21/17						OTAT		OCTGT		Meridigen Biotech Co., Ltd.		Allogeneic Human Umbilical Cord-derived Mesenchymal Stem Cells (hUC-MSCs)		Multiple products listed for IND 17767		Bronchopulmonary Dysplasia		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17768		IND		7-Nov-17		ACTIVE		12/7/17						OTAT		OCTGT		Sernova Corp		Allogeneic Islet Cells Transplanted in a Polypropylene Mesh Pouch [Sernova Cell Pouch]		Multiple products listed for IND 17768		Type 1 Diabetes Mellitus		CM						1		S3						5								UFP		CELL AND GENE THERAPY

		17689		IND		28-Aug-17		ACTIVE		9/27/17						OTAT		OCTGT		Vu MD, Tuan		Allogeneic Human Umbilical Cord Blood		Cord Blood, Human, Allogeneic		Amyotrophic Lateral Sclerosis		RH						1								N								UFP		CELL AND GENE THERAPY

		17422		IND		29-Mar-17		WITHDRAWN		4/28/17						OTAT		OCTGT		Cuff MD, Robert F		Use of the PalinGlen Flow on walking distances among patients with single leg claudication		Multiple products listed for IND 17422		To evaluate the vascular regenerative stimulatory properties of mesenchymal stromal cell (present in PalinGen Flow) in the setting of claudication		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17426		IDE		31-Mar-17		APPROVED		5/2/17						OTAT		OCTGT		Nationwide Children's Hospital		CliniMACS TCRalpha-beta/CD19 Combined Depletion System		Multiple products listed for IND 17426		Treatment of hematologic malignancies and myelodysplasia		RH						1								9								UFM		DEVICES

		17395		IND		10-Apr-17		ACTIVE		5/10/17						OTAT		OCTGT		Fate Therapeutics Inc		Allogeneic Related Peripheral Blood Mononuclear Cell-Derived Natural Killer Cells and Monoclonal Antibody		Multiple products listed for IND 17395		Advanced late-stage solid tumors		CM						1		S4						N								UFP		CELL AND GENE THERAPY

		17349		IND		7-Feb-17		ACTIVE		3/8/17						OTAT		OCTGT		Emani MD, Sitaram M		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and ex vivo Expanded Mesenchymal Precursor Cells/MPCs [Rexlemestrocel-L]		Allogeneic, Bone Marrow-derived, Immuno-selected, and ex vivo Expanded Mesenchymal Precursor Cells		treatment of Hypoplastic Left Heart Syndrome (HLHS)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17469		IDE		28-Apr-17		DISAPPROVED		5/31/17						OTAT		OCTGT		Botvinick PhD, Elliot		FMC NovaMatrix Pronova UP LVM alginate beads		Alginate microbeads		Treatment of type 1 diabetes		RH						1								N								UFM		DEVICES

		17715		IND		13-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		Green MD, Damian		Autologous T-cells (CD4 and CD8) transduced with self-inactivating (SIN) lentiviral vector to express a B-cell maturation agent (BCMA) - specific chimeric antigen receptor (CAR).		Multiple products listed for IND 17715		For patients with advanced multiple myeloma (MM) with a confirmed diagnosis of BCMA+ MM		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17707		IND		15-Sep-17		PARTIAL HOLD		10/13/17		PARTIAL HOLD		10/13/17		OTAT		OCTGT		TiGenix S.A.U		Human Expanded Allogeneic Stem Cells derived from Adipose Tissue (Cx601-0302)		Human Expanded Allogeneic Stem Cells derived from Adipose Tissue		Treatment of Complex perianal fistula(s) in adult patients with Crohn's disease.		CM						3		S3						N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17735		IND		1-Nov-17		ACTIVE		12/1/17						OTAT		OCTGT		Cartesian Therapeutics, Inc.		Autologous mRNA-transfected CD8+ T-cells transiently expressing a Chimeric Antigen Receptor for B-Cell Maturation Antigen; IV Administration (Descartes-08)				Multiple Myeloma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17820		IND		9-Nov-17		ACTIVE		11/29/17						OTAT		OCTGT		Bambach MD, Barbara		Expanded Access, Individual Patient to use of Allogeneic T cells Derived from Peripheral Blood Mononuclear Cells; Cultured with Anti-CD3 and Anti-CD28 Antibodies and Interleukin-2; Transduced with Retroviral Vector (BPZ-1001, SFG.iCaspase9.2A.DeltaCD19) Expressing CD19 and Inducible Caspase 9 Suicide Gene; CD19-selected with CliniMACS; and AP1903		No product listed for IND 17820		Treatment of relapsed acute myeloblastic leukemia		RH		SP		G4										N								UFP		CELL AND GENE THERAPY

		17821		IND		9-Nov-17		ACTIVE		12/9/17						OTAT		OCTGT		Zhu, Jay-Jiguang		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use - Treatment of glioblastoma multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17826		IND		13-Nov-17		HOLD		12/13/17		HOLD		12/13/17		OTAT		OCTGT		Voos MD, James		Autologous Bone Marrow - Derived Mesenchymal Stem Cells (MSCs)		Autologous human bone marrow derived mesenchymal stem cells		A single intra-articular injection of MSC's for the treatment of knee osteoarthritis and chondral defects of the knee		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17275		IND		3-Jan-17		ACTIVE		2/2/17						OTAT		OCTGT		BioRestorative Therapies Inc		BRTX-100 (formerly brtxDISC), a human somatic cell therapy derived from autologous bone marrow and blood		No product listed for IND 17275		Treatment of chronic lower lumbar disc disease		CM						2		S3						N								UFP		CELL AND GENE THERAPY

		17897		IND		22-Dec-17		PENDING		12/22/17						OTAT		OCTGT		Gedaly MD, Roberto		Autologous Regulatory T cell Infusion with Zortress (Everolimus)		No product listed for IND 17897		Treatment of end-stage renal disease listed for primary solitary kidney transplant		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17898		IND		22-Dec-17		PENDING		12/22/17						OTAT		OCTGT		Kammula MD, Udai S		Autologous Tumor Infiltrating Lymphocytes Ex Vivo Expanded		No product listed for IND 17898		Treatment of metastatic uveal melanoma.		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17903		IND		27-Dec-17		PENDING		12/27/17						OTAT		OBRR		Rashidi MD PhD, Armin		Human Cytomegalovirus (CMV)-Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate early 2 and pp65 proteins; chick embryo fibroblasts; City of Hope Center for Biomedicine and Genetics) Vaccine (CMV-MVA), Live, Attenuated		Human Cytomegalovirus (CMV) - Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate-early 2, & pp65 proteins; chick embryo fibroblasts; City of Hope for Biomedicine & Genetics) Vaccine (CMV-MVA), Live, Attenuated		Research study to examine whether treatment will reduce relapse in lymphoma or myeloma patients who have undergone autologous hematopoietic cell transplants		RH						1								N								UFP		CELL AND GENE THERAPY

		17376		IDE		22-Feb-17		APPROVED		7/19/17						OTAT		OCTGT		Fresenius Kabi USA		Amicus Separator System - Extracorporeal Photopheresis (ECP)		Amicus Separator System-Extracorporeal Photopheresis (ECP)		For the treatment of patients with Corticosteroid-Refractory, Corticosteroid-Dependent or Corticosteroid-Intolerant Chronic Graft-versus-Host Disease.		CM						1								9								UFM		DEVICES

		17409		IND		17-Mar-17		ACTIVE		4/14/17						OTAT		OBRR		Oliver Jr MD, William C		ATryn, Antithrombin alfa, Antithrombin-(recombinant)		No product listed for IND 17409		Maintain optimum AT activity in post cardiotomy ECMO patients		RH						1								N								UFP		CELL AND GENE THERAPY

		17841		IND		17-Nov-17		ACTIVE		12/17/17						OTAT		OCTGT		Chien MD, A. Jo		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec] (T-VEC) in combination of with Paclitaxel and Endocrine Therapy		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Immunotherapy for metastatic, unresectable, or locoregionally recurrent breast cancer		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17747		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Translate Bio		MRT5005 mRNA/Cholesterol nanoparticle expressing human CFTR protein		No product listed for IND 17747		Treatment of Cystic Fibrosis (CF)		RH				G6		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17887		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Treos Bio Zrt.		Six pepties from seven CRC cell tumor antigens (PolyPEPI1018) in Montanide		No product listed for IND 17887		Add-on immunotherapy to the standard-of-care treatment of colorectal cancer in patients identified as likely responders using a companion in vitro diagnostic test.		CM						1								N								UFP		CELL AND GENE THERAPY

		17341		IND		6-Feb-17		ACTIVE		3/8/17						OTAT		OCTGT		Braunschweig MD, Ira		Autologous T-Cells Expressing Anti-NY-ESO-1 murine T cell Receptor Gene		Multiple products listed for IND 17341		Treatment of Metastatic Cancer		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17850		IND		30-Nov-17		HOLD		12/29/17		HOLD		12/29/17		OTAT		OBRR		Octapharma Pharmazeutika Produktionsges.m.b.H		Alpha-1 Proteinase Inhibitor (Human) [A1PI] for Intravenous Administration		Pooled Human Plasma		Alpha-1-antitrypsin deficiency and clinical evidence of emphysema		CM						2								N								UFP		HEMATOLOGICS

		17515		IND		14-Jun-17		ACTIVE		7/13/17						OTAT		OCTGT		Octapharma Pharmazeutika Produktionsges.m.b.H		Double-blind, Randomized, Placebo-Controlled Phase lll Study Evaluating Efficacy and Safety of Subcutaneous Human lmmunoglobulin 16.5% OCTANORM) in Patients With Dermatomyositis		No product listed for IND 17515		Treatment of Dermatomyositis		CM						3								N								UFP		HEMATOLOGICS

		17752		IND		31-Oct-17		HOLD		11/30/17		HOLD		11/30/17		OTAT		OCTGT		MeiraGTx UK II Ltd		Adeno-associated virus vector containing DNA encoding a human CNGB3 gene (AAV2/8-hCARp.hCNGB)		No product listed for IND 17752		Treatment of achromatopsia owing to defects in CNGB3		CM				G5		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		16886		IND		5-Jul-17		ACTIVE		10/17/17		PARTIAL HOLD		8/4/17		OTAT		OCTGT		MeiraGTx UK II Ltd		Adeno-associated viral vector containing DNA encoding a human RPE65 gene (AAV2/5-OPTIRPE65)		Adeno-associated viral vector ; allo		Treatment of of Leber congenital amaurosis associated with defects in RPE65 (LCA2).		CM				G5		1						Breakthrough Therapy Designation		N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17683		IND		24-Aug-17		ACTIVE		9/23/17						OTAT		OBRR		Virginia Zoological Park		Snake Venom Antisera		Snake Venom Antisera		Treatment of envenomation		RH						2								N								UFP		HEMATOLOGICS

		17852		IND		22-Nov-17		WITHDRAWN		12/27/17						OTAT		OCTGT		Smith MD PhD, James W		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use:Immunotherapy for glioblastoma, WHO Grade		RH		SP												N								UFP		CELL AND GENE THERAPY

		17506		IND		14-Jun-17		ACTIVE		7/14/17						OTAT		OCTGT		Neovacs Inc		IFN-K-001 (Interferon-kinoid, intramuscular injection)		Multiple products listed for IND 17506		Treatment of Dermatomyositis (DM)		CM						2								N								UFP		CELL AND GENE THERAPY

		17360		IND		14-Feb-17		ACTIVE		3/16/17						OTAT		OCTGT		Cass MD MPH, Kyra		myVac (personalized peptide vaccine)		No product listed for IND 17360		Anti-tumor peptide vaccination		RH		SP												N								UFP		CELL AND GENE THERAPY

		17539		IND		8-Jun-17		WITHDRAWN		7/13/17						OTAT		OCTGT		Gibson MD PhD, Angela		Allogeneic Keratinocyte Cell Line (NIKS), Seeded on Rat Collagen (BD) Conditioned with Human Dermal Fibroblasts (Clonetics)		Multiple products listed for IND 17539		Emergency - Treatment of a single patient with thermal burns		RH		EM						S3						5								UFP		CELL AND GENE THERAPY

		17615		IDE		19-Jul-17		APPROVED		8/17/17						OTAT		OCTGT		LaCell LLC		The Tissue Genesis Icellator Cell Isolation System (Icellator)		Icellator Cell Isolation System? (?Icellator?)		For the treatment and repair of pressure ulcer associated skin wounds secondary to ischemia reperfusion injury and microvascular compromise		CM						1		S1						N								UFM		DEVICES

		17559		IND		30-Jun-17		ACTIVE		7/28/17						OTAT		OCTGT		Vericel Corp		MACI ? (autologous cultured chondrocytes on porcine collagen membrane		cultured chondrocytes on porcine collagen membrane, Autologous		Treatment of symptomatic, single or multiple full-thickness articular chondral or osteochondral  defects of the knee due to osteochondritis dissecans or acute trauma in pediatric patients ages 10 to 17.		CM				G5		3								5								UFP		CELL AND GENE THERAPY

		17362		IND		7-Mar-17		ACTIVE		5/30/17		HOLD		4/6/17		OTAT		OCTGT		Angiocrine Bioscience Inc		Allogeneic expanded cord blood-derived hematopoietic stem and progenitor cells formulated in a DMSO-based cryoprotectant in a closed-system cryobag, and cryopreserved.		Multiple products listed for IND 17362		Hematologic and immune reconstitution in patients who have received myeloablation conditioning		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17479		IND		4-May-17		ACTIVE		5/31/17						OTAT		OCTGT		Aljitawi MD, Omar		Hyperbaric Oxygen (HBO) use prior to Autologous PBSC Transplantation ; Chemotherapy		PBSC, Autologous		Treatment of patients with Multiple Myeloma.		RH						2		S5						N								UFP		CELL AND GENE THERAPY

		17373		IND		22-Feb-17		ACTIVE		3/24/17						OTAT		OCTGT		Aljitawi MD, Omar		Umbilical Cord Blood Stem Cell Transplantation with Hyperbaric Oxygen and Hyperbaric Oxygen Chamber		No product listed for IND 17373		Treatment of Patients with AML ALL, Hodgkins disease , or Non-Hodgkins Lymphoma receiving umbilical cord blood stem cell transplants		RH						2		S1						N								UFP		CELL AND GENE THERAPY

		17459		IND		24-Apr-17		WITHDRAWN		6/27/17						OTAT		OCTGT		Bendel MD, Anne E		Neoantigen Peptides		No product listed for IND 17459		Emergency - Treatment of left frontal high grade astrocytoma		RH		EM												N								UFP		CELL AND GENE THERAPY

		17490		IND		26-May-17		ACTIVE		6/23/17						OTAT		OCTGT		DiscGenics		Allogeneic Adult Disc-Derived Progenitor Cells with Sodium Hyaluronate Solution, Administered Percutaneously		Multiple products listed for IND 17490		Degenerative disc disease (DDD)		CM						1		S1						8								UFP		CELL AND GENE THERAPY

		17697		IND		3-Nov-17		ACTIVE		12/1/17						OTAT		OCTGT		Pharmicell Co., Ltd		Autologous bone marrow-derived mesenchymal stem cells		Autologous Bone Marrow Derived Mesenchymal cells		Treatment of patients with Alcoholic Liver Cirrhosis		CM						1								N								UFP		CELL AND GENE THERAPY

		17708		IND		22-Sep-17		ACTIVE		10/22/17						OTAT		OCTGT		Taiga Biotechnologies Inc		TBX-3400: autologous human PBMCs treated with the protein TBX 4000 (Tat-MYC) using the CliniMACS Prodigy system		autologous human PBMC		Stage III and IV melanoma resistant or refractory to treatment with immune checkpoint inhibitors		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17672		IND		25-Aug-17		HOLD		9/22/17		HOLD		9/22/17		OTAT		OCTGT		Univ of Kansas Medical Center		Allogeneic, Umbilical Cord-Derived Mesenchymal Stem Cells, ex-vivo, Cultured, and Expanded Wharton's Jelly MSC.		Umbilical Cord		high-risk acute or steroid-refractory acute graft-versus-host disease		RH						1		S3						N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17739		IND		26-Sep-17		HOLD		10/26/17		HOLD		10/26/17		OTAT		OCTGT		Lander MD, Elliot		Autologous Stromal Vascular Fraction and Vaccinia Virus (ACAM2000)		No product listed for IND 17739		Single patient treatment for metastatic uterine leiornyosarcoma		RH		SP												N								UFP		CELL AND GENE THERAPY

		17598		IND		2-Aug-17		ACTIVE		9/1/17						OTAT		OCTGT		Bamboo Pharmaceuticals		Adeno-associated Virus Vector (AAV) Serotype 9 Expressing Human Mini-dystrophin Gene		Multiple products listed for IND 17598		treatment of Duchenne Muscular Dystrophy (DMD).		CM				G5		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17384		IND		27-Feb-17		ACTIVE		3/29/17						OTAT		OCTGT		Byrne MD PhD, Barry J		rAAV9-CB6-AspA gene vector		rAAV9-CB6-hAspA,non-replicating recombinant adeno-associated viral vector expressing the codon optimized human acid alpha-glucosidase gene		Canavan Disease		RH		SP		G5										N								UFP		CELL AND GENE THERAPY

		17404		IND		13-Mar-17		ACTIVE		4/12/17						OTAT		OCTGT		Byrne MD PhD, Barry J		rAAV9-DES-hGAA		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Pompe disease		RH				G5		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17392		IND		6-Mar-17		WITHDRAWN		3/15/17						OTAT		OCTGT		Byrne MD PhD, Barry J		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Treatment of Pompe Disease		RH				G5		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17340		IND		3-Feb-17		ACTIVE		2/3/17						OTAT		OCTGT		Krakow, Elizabeth		Mesenchymal Progenitor Cells (MPCs)		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and ex vivo Expanded Mesenchymal Precursor Cells		Emergency - Treatment of Grade IV GI and Liver GVHD in an adult subject		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17403		IND		13-Mar-17		ACTIVE		4/12/17						OTAT		OCTGT		Glassberg MD, Marilyn K		Allogeneic human mesenchymal stem cells (hMSCs)		Allogeneic Human Mesenchymal Stem Cells		Idiopathic Pulmonary Fibrosis		RH						1		S3						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17684		IND		24-Aug-17		HOLD		9/22/17		HOLD		9/22/17		OTAT		OCTGT		University College London		Adeno-Associated Virus Vector expressing human Factor VIII gene [AAV2/8-HLP-FVIII-V3]		Adeno-Associated Virus Vector expressing human Factor VIII gene [AAV2/8-HLP-FVIII-V3]		to treat Hemophilia A		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17367		IND		28-Feb-17		ACTIVE		3/30/17						OTAT		OCTGT		Audentes Therapeutics, Inc.		AT132 (rAAV8-Des-hMTM1)		adeno-associated viral vector (AAV8-Des-hMTM1), serotyperAAV8-expressing the human MTM1 gene		X-linked myotubular myopathy (XLMTM)		CM				G5		1				FR				N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17419		IND		28-Mar-17		ACTIVE		3/30/17						OTAT		OCTGT		Porter MD, David		Epstein Barr virus (EBV)-specific T cells		No product listed for IND 17419		Individual Patient Expanded Access IND (Compassionate Use Request) for useof Epstein Barr virus (EBV) - specific T cells		RH		EM						S4						N								UFP		CELL AND GENE THERAPY

		17807		IND		2-Nov-17		ACTIVE		11/7/17						OTAT		OCTGT		Huang MD, Marilyn		Live, Attenuated Listeria Monocytogenes Bacteria, Expressing Human Papilloma Virus Type 16 E7 Tumor Antigen Linked to Listeriolysin O Protein (Lm-LLO-E7)		HPV type 16 E7 Antigen Fused to Enzyme LLO (Listeriolysin O) (Lm-LLo-E7, Lovaxin-C ), Live, Attenuated		single patient treatment of recurrent vaginal cancer confirmed with metastatic squamous cell carcinoma		RH		SP		G8										N								UFP		CELL AND GENE THERAPY

		17397		IND		8-Mar-17		ACTIVE		3/10/17						OTAT		OCTGT		Nordquist MD, Luke		PAN-301-1: bacteriophage Nanoparticle Vaccine, expressing HAAH-1)		No product listed for IND 17397		Pancreatic Cancer		CM		IG		G8										N								UFP		CELL AND GENE THERAPY

		17499		IND		17-May-17		ACTIVE		6/16/17						OTAT		OCTGT		Dietz PhD, Allan		Autologous Adipose Derived Mesenchymal Stem Cells		Autologous Adipose Derived Mesenchymal Stem Cells		Degenerative Disc Disease		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17460		IND		25-Apr-17		ACTIVE		5/25/17						OTAT		OCTGT		Dietz PhD, Allan		Autologous Adipose Derived Mesenchymal Stem Cells		Adipose Tissue		treatment of traumatic spinal cord injury		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17402		IND		10-Mar-17		ACTIVE		4/9/17						OTAT		OCTGT		Wigle MD PhD, Dennis		Autologous Adipose Derived Mesenchymal Stem Cells  Seeded onto an Electrospun, Polyurethane Scaffold; Implanted in the Esophagus		Multiple products listed for IND 17402		Single patient treatment of esophageal repair due to esophageal tumor invasion		RH		EM						S3						5								UFP		CELL AND GENE THERAPY

		17804		IND		31-Oct-17		EXEMPT		11/13/17						OTAT		OBRR		Gibbons MD, Christopher		Gamunex-C, [Immune Globulin Injection (Human), 10% Caprylate/Chromatography Purified]		No product listed for IND 17804		Immune mediated small fiber neuropathy		RH						2								N								UFP		HEMATOLOGICS

		17543		IND		13-Jun-17		HOLD		7/12/17		HOLD		7/12/17		OTAT		OCTGT		Melicher MD, Jill		Technoclone Glu-Plasminogen		Glu-Plasminogen		Ligneous Conjunctivitis		RH		SP												N								UFP		CELL AND GENE THERAPY

		17653		IND		5-Sep-17		ACTIVE		10/5/17						OTAT		OCTGT		Invectys		INVAC-1, a double stranded DNA plasmid construct encoding a modified human telomerase reverse transcriptase (hTERT) protein		a double stranded DNA plasmid		High Risk Chronic Lymphocytic Leukemia		CM				G6		2								N								UFP		CELL AND GENE THERAPY

		17670		IND		15-Aug-17		ACTIVE		9/13/17						OTAT		OCTGT		Junck MD, Larry		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single patient treatment for primary glioblastoma		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17718		IND		15-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		Univ of Alabama at Birmingham		A Pilot Study of ex vivo expanded/Activated gamma delta T-cell Infusion Following Haploidentical Hematopoietic Stem Cell Transplantation and Post-Transplant Cyclophosphamide		No product listed for IND 17718		Hematopoietic malignancies (acute and chronic leukemia, multiple myeloma, non-hodgkins lymphoma)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17331		IND		29-Mar-17		ACTIVE		4/28/17						OTAT		OCTGT		Astellas Institute for Regenerative Medicine		Allogeneic Human Embryonic Stem Cell Derived Retinal Pigment Epithelial (hESC-RPE) Cells		Human Embryonic Stem Cell-derived retinal pigment epithelium		Advanced Dry Age Related Macular Degeneration		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17424		IND		30-Mar-17		WITHDRAWN		5/18/17						OTAT		OCTGT		Kaminetzky MD, David		Allogeneic G-CSF Mobilized, Non-myeloablative  Matched HLA or Haploidentical Related PBSC Transplant followed by  High-Dose Cyclophosphamide, Mycophenolate mofetil and Tacrolimus		PBSC; ALLOGENEIC		Treatment of hematopoietic malignancies		RH						2		S2						6								UFP		CELL AND GENE THERAPY

		17758		IND		4-Oct-17		WITHDRAWN		10/16/17						OTAT		OCTGT		Jones MD, Stanley C		Autologous Human Adipose Derived Mesenchymal Stem Cells		Autologous Human Adipose Derived Mesenchymal Stem Cells		Single patient treatment of amyotrophic lateral sclerosis		RH		SP												N								UFP		CELL AND GENE THERAPY

		17401		IND		9-Mar-17		HOLD		4/7/17		HOLD		4/7/17		OTAT		OCTGT		Rush MD, Sloan W		Culture Medium Conditioned by Primary Cadaver Donor Corneal Limbal Epithelial Cells		Human corneal limbal epithelial stem cell secretory factors		Progressive sterile corneal ulceration		RH		IG						S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17816		IND		7-Nov-17		ACTIVE		12/7/17						OTAT		OCTGT		Patel, Amit		DNA Plasmid Vector Expressing S100A1, SDF-1alpha and VEGF165 Genes Administered via Advance Coronary Sinus Infusion Catheter		No product listed for IND 17816		Congestive Heart Failure for LVAD Patients		RH				G6		1								5								UFP		CELL AND GENE THERAPY

		17805		IND		9-Nov-17		WITHDRAWN		11/15/17						OTAT		OCTGT		Chiappori MD, Alberto		Autologous Dendritic Cells Infected with Adenovirus Vector Type 5 Expressing p53 (Ad.p53-DC); Administered subcutaneously and Ipilimumab and Nivolumab		Multiple products listed for IND 17805		Treatment of relapsed small cell lung cancer (SCLC)						G5		2								N								UFP		CELL AND GENE THERAPY

		17837		IND		16-Nov-17		HOLD		12/14/17		HOLD		12/14/17		OTAT		OCTGT		Chiappori MD, Alberto		Autologous Dendritic Cells Infected with Adenovirus Vector Type 5 Expressing p53 (Ad.p53-DC); Administered subcutaneously and Ipilimumab and Nivolumab		No product listed for IND 17837		Small cell lung cancer		RH				G5		2								6								UFP		CELL AND GENE THERAPY

		17883		IND		14-Dec-17		PENDING		12/14/17						OTAT		OBRR		Planinsic MD, Raymond		Four-Factor Prothrombin Complex Concentrate (Human) [KCENTRA]		No product listed for IND 17883		Coagulopathy during liver transplantation after confirming prolonged tissue factor-triggered clotting time over 78 seconds per routine thromboelastometry and clinical diagnosis of microvascular bleeding		RH						1								N								UFP		HEMATOLOGICS

		17798		IND		25-Oct-17		HOLD		11/22/17		HOLD		11/22/17		OTAT		OCTGT		StemImmune		Autologous Stromal Vascular Fraction (SVF) and Vaccinia Virus (ACAM2000)		Multiple products listed for IND 17798		Treatment of localized prostate cancer		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17568		IND		26-Jun-17		ACTIVE		7/26/17						OTAT		OCTGT		Cooley MD, Sarah		Allogeneic, Related-donor, CMV Positive Natural Killer Cells and Interleukin-2		Multiple products listed for IND 17568		Ovarian, Fallopian tube and Primary Peritoneal Cancer		RH						1								N								UFP		CELL AND GENE THERAPY

		17606		IND		17-Jul-17		ACTIVE		11/17/17		HOLD		8/16/17		OTAT		OCTGT		Cooley MD, Sarah		Allogeneic Alpha/Beta T Cell-Depleted Hematopoietic Stem Cells; ALT-803 (Interleukin-15 complex)		Multiple products listed for IND 17606		Newly diagnosed acute myeloid leukemia (AML), treatment-related/secondary AML, and myelodysplastic syndrome (MDS).		RH						2		S1						N								UFP		CELL AND GENE THERAPY

		17655		IND		11-Aug-17		ACTIVE		9/19/17		PARTIAL HOLD		9/8/17		OTAT		OCTGT		Hormigo MD PhD, Adilia		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Expanded Accesas Use: Treatment for primary glioblastoma		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17634		IND		9-Aug-17		ACTIVE		9/8/17						OTAT		OCTGT		Applied Genetics Technologies Corp		Recombinant Adeno-Associated Virus (rAAV) Vector expressing a human Retinitis Pigmentosa GTPase Regulator (RPGR) gene [rAAV2tYF-GRK1-RPGRco; AGTC-501]		recombinant adeno-associated virus (rAAV) vector expressing a human retinitis pigmentosa GTPase regulator (RPGR) gene		to treat X-linked retinitis pigmentosa (XLRP) with mutations in RPGR-ORF15		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17786		IND		20-Oct-17		ACTIVE		11/19/17						OTAT		OBRR		Fernandez MD, Luis		Ruconest; C1 esterase inhibitor [recombinant]		C1 esterase inhibitor [recombinant]		To reduce the incidence of delayed graft function (DGF) in recipients of kidneys obtained from donation after cardio-circulatory death (DCD)		RH						1								N								UFP		HEMATOLOGICS

		17365		IND		15-Feb-17		ACTIVE		3/15/17						OTAT		OCTGT		Northwestern Univ		Allogeneic, Human Neural Stem Cells (NSC) Transduced with HB1.F3.CD-CRAd-S-pk7; Administered via injection Intracranially.		Allogeneic, Human Neural Stem Cells (NSC) Transduced with HB1.F3.CD-CRAd-S-pk7;		Treatment of Malignant Glioma		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17481		IND		19-May-17		ACTIVE		6/16/17						OTAT		OCTGT		United Neuroscience Ltd		UBITh? AD Immunotherapeutic Vaccine		Multiple products listed for IND 17481		Alzheimer's Disease		CM						2								N								UFP		CELL AND GENE THERAPY

		17415		IND		22-Mar-17		ACTIVE		4/21/17						OTAT		OCTGT		Schiff MD, David		SL-701 in an emulsion of Montanide ISA-51		No product listed for IND 17415		Expanded Access- glioblastoma multiforme		RH		SP												N								UFP		CELL AND GENE THERAPY

		17578		IND		12-Jul-17		ACTIVE		8/11/17						OTAT		OCTGT		VBI Vaccines Inc		VBI-1901: enveloped virus-like particle (eVLP) expressing a human cytomegalovirus (HCMV) glycoprotein B (gB) protein and human Cytomegalovirus (HCMV) phosphoprotein 65 (pp65)		Bivalent eVLPs expressing human CMV antigens gB and pp65		Treatment of Glioblastoma Multiforme (GBM)		CM				G6		1				FR				N								UFP		CELL AND GENE THERAPY

		17524		IDE		1-Jun-17		APPROVED		6/29/17						OTAT		OCTGT		The GID Group Inc		GID SVF-2 with GIDzyme-2		No product listed for IND 17524		Treatment of erectile dysfunction (ED).		CM						1								N								UFM		DEVICES

		17470		IND		1-May-17		WITHDRAWN		6/14/17						OTAT		OCTGT		Sanford Research		Autologous Th-1 Dendritic Cells derived from PBMC, loaded with Tumor Lysate plus mRNA Vaccine		Multiple products listed for IND 17470		Treatment for newly diagnosed or relapsed poor-prognosis CNS tumors in pediatric and young adult patients		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17363		IND		14-Feb-17		ACTIVE		3/16/17						OTAT		OCTGT		Center for Cancer Research		Tremelimumab, solution for infusion; Durvalumab, solution for infusion; Pexastimogene Devacirepvec (Pexa Vec), solution for infusion		Multiple products listed for IND 17363		Refractory metastatic colorectal cancer		RH				G5		2								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17753		IND		3-Oct-17		ACTIVE		11/2/17						OTAT		OCTGT		Center for Cancer Research		Autologous T-cells Transduced with Retroviral Vector Expressing T-cell Receptors for Patient-Specific Neoantigens		Multiple products listed for IND 17753		Metastatic solid cancers		RH				G4		2								N								UFP		CELL AND GENE THERAPY

		17614		IND		19-Jul-17		HOLD		8/18/17		HOLD		8/18/17		OTAT		OCTGT		Center for Cancer Research		Neoantigen-reactive Tumor-Infiltrating Lymphocytes with CRISPR/Cas9-mediated CISH gene inactivation		No product listed for IND 17614		Metastatic gastrointestinal epithelial cancer		RH						1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17564		IND		23-Jun-17		ACTIVE		7/21/17						OTAT		OCTGT		Center for Cancer Research		Autologous Mature DCs Pulsed with Long Peptides and Minimal Epitopes from Defined Neoantigens or Highly Expressed Mutations in Tumor Suppressor or Driver Genes (Vaccine)		Autologous Mature DCs		Immunotherapy for metastatic melanoma or epithelial cancer		CM						2		S4						N								UFP		CELL AND GENE THERAPY

		17433		IND		31-May-17		ACTIVE		6/30/17						OTAT		OCTGT		Immatics US Inc		Autologous T-cells Transduced with Lentiviral Vector Expressing MAGE A4 or A8 T-cell Receptor Gene		No product listed for IND 17433		Recurrent or refractory advanced squamous non-small cell lung cancer and head and neck squamous cell carcinoma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17387		IND		2-Mar-17		WITHDRAWN		3/29/17						OTAT		OCTGT		Bydon MD, Mohamad		Autologous Adipose Derived Mesenchymal Stromal Cells		No product listed for IND 17387		Spinal Cord Injury		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17533		IND		7-Jun-17		ACTIVE		7/7/17						OTAT		OCTGT		Posselt MD PhD, Andrew		Allogeneic Human Pancreatic Islets Cells (human, UCSF) Administered via Endoscopic Gastrointestinal Submucosal Injection		Islet cells, allogeneic		Treatment of type 1 diabetes.		RH						1								N								UFP		CELL AND GENE THERAPY

		17698		IND		28-Sep-17		ACTIVE		10/26/17						OTAT		OCTGT		Pishvaian MD PhD, Michael		CV301 (MVA-BN-CV301 and FPV-CV301) Expressing CEA, MUC-1, LFA-3, B7.1, and ICAM-1		Multiple products listed for IND 17698		Metastatic colorectal of Pancreatic adenocarcinoma		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17310		IND		30-Jan-17		ACTIVE		3/1/17						OTAT		OCTGT		PersImmune, Inc.		Allogeneic Cytotoxic T-Cells (CTC) cultured with patient-specific peptides		Multiple products listed for IND 17310		Treatment of acute myeloid leukemia and treatment of myelodysplastic syndromes		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17076		IND		26-Jun-17		ACTIVE		7/26/17						OTAT		OCTGT		Poseida Therapeutics Inc.		Autologous T cells Transfected with piggyBac transposon Plasmid vector Expressing B-Cell Maturation Antigen (CAR-T cells)		P-BCMA-101		Treatment of refractory and/or relapsed multiple myeloma		CM				G6		1								N								UFP		CELL AND GENE THERAPY

		17579		IND		20-Jul-17		ACTIVE		8/19/17						OTAT		OCTGT		Cour Pharmaceutical Development Company Inc		Tolerogenic Immune Modifying Particles-Gliadin (TIMP-GLIA)		TIMP-GLIA		For the treatment of celiac disease.		CM						1								N								UFP		CELL AND GENE THERAPY

		17721		IND		15-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		Carpizo MD PhD, Darren R		CV301 (formally PANCAC) consists of two recombinant poxviral vectors expressing human carcinoembryonic antigen (CEA) and mucin-1 (MUC-1), and three human costimulatory molecules: B7.1, intercellular adhesion molecule-1 (ICAM-1), and leukocyte function-associated antigen-3 (LFA-3) (or TRIad of COstimulatory Molecules, TRICOM?).		No product listed for IND 17721		Colorectal cancer		RH				G5		2								N								UFP		CELL AND GENE THERAPY

		17569		IND		22-Jun-17		ACTIVE		7/17/17						OTAT		OCTGT		Shook MD, David		Allogeneic Matched Unrelated Hematopoetic Progenitor Cells via infusion; Chemotherapy		Hematopoietic Progenitor Cells-Cord Blood		Treatment of Wiskott-Aldrich Syndrome in a Single Patient		RH		SP				1								N								UFP		HEMATOLOGICS
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		17437		IND		6-Apr-17		ACTIVE		4/6/17						OTAT		Memorial Sloan-Kettering Cancer Center		Human Wilms Tumor Protein 1 Peptides (4 Synthetic Peptides, American Peptide Company) Mixed with Montanide ISA-51 VG Adjuvant (Seppic); and Administered with GM-CSF (Berlex)		Multiple products listed for IND 17437		Emergency - Treatment of multiple myeloma in a single patient		RH		EM												N								UFP		CELL AND GENE THERAPY

		17354		IND		9-Feb-17		ACTIVE		2/9/17						OTAT		Memorial Sloan-Kettering Cancer Center		Allogeneic Epstein-Barr Virus Cytotoxic T-Lymphocytes		Multiple products listed for IND 17354		Emergency - treatment of EBV post-transplant lymphoproliferative disease		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17756		IND		4-Oct-17		ACTIVE		10/10/17						OTAT		Memorial Sloan-Kettering Cancer Center		Emergency Single Patient Use of Vigil Vaccine:  Autologous Tumor Cells Transfected with bifunctional short hairpin ribonucleic acid furin and granulocyte macrophage-colony stimulating factor, radiated administered by injection.		Tumor Cells (Autologous) Transfected with Recombinant Human Granulocyte Macrophage Colony Stimulating Factor Gene (DNA Plasmid, FANG)		Treatment of Ewing sarcoma		RH		SP		G6										N								UFP		CELL AND GENE THERAPY

		17420		IND		29-Mar-17		ACTIVE		3/29/17						OTAT		Memorial Sloan-Kettering Cancer Center		Rapidly Generated Peptide Stimulated Multivirus-directed Specific Cytotoxic T-Lymphocytes derived from Allogeneic PBMCs and Pulsed with Cytokines		No product listed for IND 17420		Emergency - Treatment of BK viremia and adenoviremia in a single patient.		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17355		IND		10-Feb-17		ACTIVE		2/10/17						OTAT		Memorial Sloan-Kettering Cancer Center		Cytomegalovirsu Cytotoxic T-Lymphocytes (CMV-CTLs)		allogeneic CMV Specific Cytotoxic T lymphocytes		Emergency - treatment of CMV resistant reactivation in drug resistent patient (donor derived) post-stem cell transplant		RH		EM						S5						N								UFP		CELL AND GENE THERAPY

		17651		IND		8-Aug-17		ACTIVE		9/7/17						OTAT		Memorial Sloan-Kettering Cancer Center		Allogeneic Matched Related TCR alpha beta and CD19 B-Cell depleteion of PBSC using the Magnetic-Acrtivated Cell Sorter (CliniMACS)		Multiple products listed for IND 17651		Treatment of Wiskott-Aldrich Syndrome		RH		EM						S1						N								UFP		CELL AND GENE THERAPY

		17889		IND		19-Dec-17		ACTIVE		12/19/17						OTAT		Baylor College of Medicine		Partially HLA-Matched AdV-Directed VSTs (Viralym-A)		No product listed for IND 17889		Emergency - treatment of adenovirus infection		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17432		IND		5-Apr-17		ACTIVE		4/7/17						OTAT		City of Hope National Medical Center		HLA-matched BK specific Cytotoxic T lymphocytes (BK CTLs)		No product listed for IND 17432		Individual patient IND under expanded access for non-emergency use using BK specific CL lines generated by ex-vivo expansion in a post-transplant patient (DF) with BK virus infection.		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17663		IND		14-Aug-17		ACTIVE		8/16/17						OTAT		Fred Hutchinson Cancer Research Center		Autologous Peripheral Blood T cells Transduced with Retroviral Vector (BPZ-1002; SFG.iCasp9.2A.SLL-TCR) Expressing human T Cell Receptor (TCR) alpha and beta chains for the Preferentially Expressed Antigen in Melanoma (PRAME)-derived peptide SLLQLIGL (BPX-701 T cells); Following Chemotherapy; AP1903 Administered Only for Uncontrolled BPX-701 Toxicity		Multiple products listed for IND 17663		Single patient treatment of relapsed or refractory acute myeloid leukemia		RH		SP		G4										6								UFP		CELL AND GENE THERAPY

		17624		IND		24-Jul-17		ACTIVE		8/23/17						OTAT		Univ of Pennsylvania Medical Center		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  ICT 107-301		Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use for Newly Diagnosed Glioblastoma Multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17906		IND		28-Dec-17		ACTIVE		12/28/17						OTAT		Not Entered		BPX501 (Bellicum)		No product listed for IND 17906		Emergency - Second dose to boost antileukemia effect, has residual disease				EM

		17893		IND		23-Dec-17		ACTIVE		12/23/17						OTAT		Not Entered		tisagenlecleucel		Multiple products listed for IND 17893		Emergency - Yes, for the treatment of relapsed refractory ALL				EM

		17901		IND		26-Dec-17		ACTIVE		12/26/17						OTAT		Not Entered		tisagenlecleucel (antiCD19 CAAR T cell)		Multiple products listed for IND 17901		Emergency - need approval to porceed with manufacturing				EM

		17867		IND		1-Dec-17		ACTIVE		12/1/17						OTAT		Not Entered		CV-MG01		No product listed for IND 17867		Emergency - Treatment of myasthemia gravis				EM

		17865		IND		29-Nov-17		ACTIVE		11/29/17						OTAT		Not Entered		Autologous Tumor Infiltrating Lymphocytes Cultured with OKT3, Interleukin-2, and Allogeneic Mononuclear Feeder Cells		No product listed for IND 17865		Emergency - Treatment of melanoma in a single patient				EM						S3														UFP		CELL AND GENE THERAPY

		17492		IND		12-May-17		ACTIVE		5/12/17						OTAT		Not Entered		SL-701, Multivalent Glioma-Associated Antigen Vaccine, Via Subcutaneous Injection		No product listed for IND 17492		Emergency - Treatment of glioblastoma in 4 patients				EM																				UFP		CELL AND GENE THERAPY

		17577		IND		28-Jun-17		ACTIVE		6/28/17						OTAT		Not Entered		Allogeneic bone marrow-derived mesenchymal stem cells		No product listed for IND 17577		Emergency - primary progressive multiple sclerosis				EM

		17641		IND		1-Aug-17		EM DENIED		8/1/17						OTAT		Not Entered		Autologous Adipose Derived Stromal Vascular Fraction and ACAM200 Vaccinia Virus		No product listed for IND 17641		Emergency - Treatment of papillary thyroid carcinoma				EM		G1

		17487		IND		10-May-17		ACTIVE		6/9/17						OTAT		Cox Jr MD, Charles S		Autologous Umbilical Cord Blood Stem Cells for Individual Patient Expanded Access		Autologous Cord Blood Stem Cells		Cerebral palsy		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17396		IND		8-Mar-17		ACTIVE		4/6/17						OTAT		Krance MD, Robert A		Allogeneic Mesenchymal Stem Cells		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Aplastic anemia		RH		EM						S2						N								UFP		CELL AND GENE THERAPY

		17350		IND		7-Feb-17		ACTIVE		2/28/17						OTAT		Parney MD PhD, Ian F		Autologous Dendritic Cells Derived from (PBMC) CD14 Selection and Pulsed with Allogeneic Tumor Lysate (ALTL-DCV)		Multiple products listed for IND 17350		Single patient use for recurrent glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17833		IND		15-Nov-17		ACTIVE		11/15/17						OTAT		Talano MD, Julie-An		BPX-701		No product listed for IND 17833		Emergency - Treatment of refractory AML		RH		EM		G4										N								UFP		CELL AND GENE THERAPY

		17633		IND		28-Jul-17		ACTIVE		7/28/17						OTAT		Rudnick MD, Jeremy		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		utologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use - Treatment of glioblastoma in 3 patients.		RH		EM						S4						N								UFP		CELL AND GENE THERAPY

		17884		IND		14-Dec-17		ACTIVE		12/21/17						OTAT		Cairo MD, Mitchell S		Remestemcel-L, allogeneic Mesenchymal Stromal Cells		No product listed for IND 17884		Steroid Refractory Acute GVHD in a single patient		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17787		IND		20-Oct-17		ACTIVE		11/1/17						OTAT		Cairo MD, Mitchell S		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and Ex Vivo Expanded Mesenchymal Precursor Cells, Intravenous Infusion [Rexlemestrocel-L]		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and Ex Vivo Expanded Mesenchymal Precursor Cells, Intravenous Infusion		treatment of refractory junctional Epidermis Bullosa in a single patient		RH		SP				1		S3						N								UFP		CELL AND GENE THERAPY

		17589		IND		6-Jul-17		WITHDRAWN		10/4/17						OTAT		The Methodist Hospital Research Institute		Autologous adipose-derived mesenchymal stem cells		Autologous adipose-derived mesenchymal stem cells		Treatment of Autoimmune Thromocytopenia Purpura and Hemolytic Uremic Syndrome in a Single Patient		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17685		IND		25-Aug-17		ACTIVE		9/14/17						OTAT		Bota MD PhD, Daniela A		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		SINGLE PATIENT USE: Treatment for Glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17444		IND		12-Apr-17		ACTIVE		5/12/17						OTAT		Mueller MD PhD, Sabine		Modified Measles virus MV-NIS		Human Thyroidal Sodium-Iodide Symporter Gene (Measles Virus Vector) MV-NIS		Multiply recurrent medulloblastoma single patient expanded access		RH		SP		G5										N								UFP		CELL AND GENE THERAPY

		17576		IND		28-Jun-17		ACTIVE		6/28/17						OTAT		Levy MD PhD, Michael L		Allogeneic-Unrelated Bone Marrow Derived Mesenchymal Stem Cells		No product listed for IND 17576		Emergency - Treatment of COPD				EM

		17647		IND		7-Aug-17		ACTIVE		9/6/17						OTAT		Wen MD, Patrick		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use -Immunotherapy for glioblastoma multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17636		IND		28-Jul-17		ACTIVE		8/4/17						OTAT		Kumar Monga MD, Varun Vijay		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use: Immunotherapy for primary glioblastoma multiforme; Compassionate Use		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17434		IND		6-Apr-17		ACTIVE		4/12/17						OTAT		Peereboom MD, David		SL-701		No product listed for IND 17434		Treatment of Gioblastoma		RH		SP												N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17393		IND		6-Mar-17		ACTIVE		3/6/17						OTAT		Atara Biotherapeutics Inc		Allogeneic Cytomegalovirus (CMV-pp65)-Specific T Cells Derived from Hematopoietic Stem Cell Donor PBMC, Stimulated with CMV-pp65-Loaded Donor-Derived Dendritic Cells or CMV-pp65-Loaded Donor-Derived EBV-Transformed B-Lymphoblastoid Cell Lines and Cultured ex vivo with  Interleukin-2 (Chiron)		Multiple products listed for IND 17393		Emergency - treatment of CMV retinitis		RH		EM						S5						N								UFP		CELL AND GENE THERAPY

		17413		IND		21-Mar-17		WITHDRAWN		8/8/17						OTAT		Nemecek MD, Eneida		Remestemcel-L		Ex vivo Expanded Mesenchymal Precursor Cells, Allogeneic		Emergency - Yes, treatment of steroid resistant GVHD		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17591		IND		5-Jul-17		ACTIVE		7/18/17						OTAT		Gabrail Cancer Center Research LLC		Live, Attenuated Listeria Monocytogenes Bacteria, Expressing Human Papilloma Virus Type 16 E7 Tumor Antigen Linked to Listeriolysin O Protein (Lm-LLO-E7)		No product listed for IND 17591		Advanced cervical cancer		RH		EM		G8										N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17665		IND		14-Aug-17		ACTIVE		9/13/17						OTAT		Aregawi MD, Dawit		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		SINGLE PATIENT USE: Treatment for Glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17668		IND		15-Aug-17		ACTIVE		9/25/17		HOLD		9/14/17		OTAT		Merrell MD, Ryan T		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Expanded Accesas Use: Treatment for primary glioblastoma		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17886		IND		16-Dec-17		ACTIVE		12/16/17						OTAT		Salzverg, Dana		tisagenlecleucel		No product listed for IND 17886		Emergency - commercial product did not meet release criteria for mycoplasma		RH		EM		G4										N								UFP		CELL AND GENE THERAPY

		17630		IND		26-Jul-17		ACTIVE		7/26/17						OTAT		Elist, James J		PAN-301-1 (HAAH Bacteriophage Nanoparticle Vaccine, HAAH-1 )		No product listed for IND 17630		Emergency - Treatment of metastatic ovarian cancer in a single patient.		RH		EM		G8										N								UFP		CELL AND GENE THERAPY

		17366		IND		16-Feb-17		ACTIVE		2/16/17						OTAT		Flake, Alan W		CD34 cells isolated by CliniMACS		Peripheral blood stem cells		Emergency -  to treat X-linked Hyper IGM Syndrome		RH		EM						S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17456		IND		21-Apr-17		ACTIVE		5/21/17						OTAT		Jacobs MD, Joshua S		Subcutaneous Berinert at 60 units per Kg		C1 inhibitor		Subcutaneous administration of human plasma-derived C1-esterase inhibitor in the prophylactic treatment of hereditary angioedema.		RH		TR												N								UFP		HEMATOLOGICS

		17550		IND		15-Jun-17		ACTIVE		8/11/17		HOLD		7/13/17		OTAT		Murphy MD, Steven		Allogeneic Human Stem Cells		No product listed for IND 17550		Single patient treatment of Neuropathy and ALS.		RH		SP												N								UFP		CELL AND GENE THERAPY

		17575		IND		28-Jun-17		ACTIVE		7/27/17						OTAT		Carella DO, Beth		CD3+/CD19+ Depleted T-Cells Collected on the CliniMACS Device		Multiple products listed for IND 17575		Sickle Cell with Vasoocclusive Episodes and acute chest syndrome in a single patient		RH		SP						S1						5								UFP		CELL AND GENE THERAPY

		17493		IND		12-May-17		ACTIVE		6/2/17						OTAT		LaRocca MD, Renato V		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells,		Single Patient Use: Immunotherapy for glioblastoma multiforme (GBM)		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17525		IND		1-Jun-17		ACTIVE		6/30/17						OTAT		Carvajal MD, Richard		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Granulocyte-Macrophage Colony-Stimulating Factor, Matured with BCG and Interferon-gamma, (DCVax-Direct); Administered Intratumoral		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use: Immunotherapy for metastatic ovarian cancer		RH		SP				1		S4						N								UFP		CELL AND GENE THERAPY

		17652		IND		8-Aug-17		ACTIVE		9/7/17						OTAT		EpicentRx, Inc		Adenovirus Type 5 (Serotype 5) (PSV1) Expressing the dl309 Strain Containing a Deletion in the E3 RIDalpha, RIDbeta, and 14.7k genes and the E1b-19k Gene		Personalized Ad5 vector (PSV-1) with concatemers of patient-specific antigens, deletion in the  Pea3E and  E2f1 promoter.		Sigmoid Colon Cancer with Metachronous Hepatic Metastases		RH		SP		G5										N								UFP		CELL AND GENE THERAPY

		17873		IND		11-Dec-17		PENDING		12/11/17						OTAT		EpicentRx, Inc		Single Patient-Specific Adenoviral Vaccine (PSV-2), Adenovirus Type 5 with Deletions of Pea3 and E2f Binding Sites, and Anti-Apoptotic E1B-19K Region Replaced with Patient's Tumor Specific Peptide		Single Patient-Specific Adenoviral Vaccine (PSV-2), Adenovirus Type 5 with Patient's Tumor Specific Peptide		nonfunctional metastatic neuroendocrine disease of the pancreas in a single patient		CM		SP		G1		1								N								UFP		CELL AND GENE THERAPY

		17729		IND		20-Sep-17		ACTIVE		10/20/17						OTAT		Stupp, Roger		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use: Treatment for Glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17438		IND		6-Apr-17		ACTIVE		4/6/17						OTAT		Sankhala MD, Kamalesh K		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Granulocyte-Macrophage Colony-Stimulating Factor, Matured with BCG and Interferon-gamma, (DCVax-Direct); Administered Intratumoral		No product listed for IND 17438		Emergency - Treatment of pancreatic cancer with liver metasteses in a single patient.		RH		EM						S4						N								UFP		CELL AND GENE THERAPY

		17408		IND		17-Mar-17		HOLD		4/14/17		HOLD		4/14/17		OTAT		Beatty MD, Robert M		Autologous Mesenchymal Stem Cells		Autologous Bone Marrow Aspirate		Compassionate use for single post-stroke patient with left sided hemiplegia		RH		SP						S1						N								UFP		CELL AND GENE THERAPY

		17777		IND		19-Oct-17		ACTIVE		10/19/17						OTAT		Pancari MD, Philip		Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells (Remestemcel-L)		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Emergency - to treat grade 4 steroid refractory acute graft versus host disease		RH		EM												N								NUF		CELL AND GENE THERAPY

		17326		IND		23-Jan-17		WITHDRAWN		4/26/17						OTAT		Aquino MD, Victor M		Rapidly Generated Multi-virus-Specific Cytotoxic T-Lymphocytes		Allogeneic Peptide-Stimulated Multivirus-directed specific CTLs targeting CMV, EBV, Adenovirus, BK virus and HHV6 antigens		Emergency - Treatment of refractory CMV encephalitis		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17892		IND		22-Dec-17		ACTIVE		12/22/17						OTAT		Phillips MD, Christine		tisagenlecleucel		No product listed for IND 17892		Emergency - treatment of relapsed acute lymphocytic leukemia		RH		EM												N								UFP		CELL AND GENE THERAPY

		17462		IND		25-Apr-17		ACTIVE		5/18/17						OTAT		Dardis MD, Christopher		SL-701		No product listed for IND 17462		Treatment of glioblastoma which progressed while using standard treatment.		RH		SP												N								UFP		CELL AND GENE THERAPY

		17472		IND		1-May-17		WITHDRAWN		11/15/17						OTAT		Foran MD, James M		Individual Patient Use of Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Single Patient with Bronchiolitis Obliterans; a complication of matched-related donor allogeneic stem cell transplantation for Refractory Hodgkin lymphoma		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17622		IND		21-Jul-17		ACTIVE		7/21/17						OTAT		Piccioni MD PhD, David		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use - Treatment of gliblastoma Multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17370		IND		21-Feb-17		ACTIVE		3/7/17						OTAT		Mamcarz MD, Ewelina		Allogeneic, G-CSF Mobilized Haploidentical Stem Cell Transplantation, CD34+ Selected with the Magnetic-Activated Cell Sorter(Clinimacs, Miltenyi); Chemotherapy		Multiple products listed for IND 17370		Single Patient -Treatment  pediatric patient with SCID.		RH		SP				1		S1						N								UFP		CELL AND GENE THERAPY

		17308		IND		3-Jan-17		ACTIVE		1/3/17						OTAT		Madden MD, Lisa		Allogeneic Cytotoxic T Lymphocytes		Allogeneic Peptide-stimulated Multivirus-directed Specific CTLs targeting CMV, EBV, Adenovirus, BK virus and HHV6 antigens		Emergency - Treatment for adenovirus		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17511		IND		23-May-17		ACTIVE		5/25/17						OTAT		Barrett MD PhD, David		Single patient IND Request for Use of BK Virus Cytotoxic T Lymphocytes (BK-CTLs) for subject CD.		T-Lymphocytes, Allogeneic, BK Virus-specific		AML and lymphoblastic leukemia (Burkitt's type)		RH		EM						S1						N								UFP		CELL AND GENE THERAPY

		17503		IND		18-May-17		WITHDRAWN		7/17/17						OTAT		Holmes MD, Jarrod P		SV-BR1 Breast Carcinoma Cell Line transfected w/DNA Plasmid (pcDNA3.1/GS, Invitrogen) Expressing GM-CSF Gene Mixed		Multiple products listed for IND 17503		Emergency - Treatment of metastatic breast cancer in a single patient.		RH		EM		G1										N								UFP		CELL AND GENE THERAPY

		17820		IND		9-Nov-17		ACTIVE		11/29/17						OTAT		Bambach MD, Barbara		Expanded Access, Individual Patient to use of Allogeneic T cells Derived from Peripheral Blood Mononuclear Cells; Cultured with Anti-CD3 and Anti-CD28 Antibodies and Interleukin-2; Transduced with Retroviral Vector (BPZ-1001, SFG.iCaspase9.2A.DeltaCD19) Expressing CD19 and Inducible Caspase 9 Suicide Gene; CD19-selected with CliniMACS; and AP1903		No product listed for IND 17820		Treatment of relapsed acute myeloblastic leukemia		RH		SP		G4										N								UFP		CELL AND GENE THERAPY

		17821		IND		9-Nov-17		ACTIVE		12/9/17						OTAT		Zhu, Jay-Jiguang		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use - Treatment of glioblastoma multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17852		IND		22-Nov-17		WITHDRAWN		12/27/17						OTAT		Smith MD PhD, James W		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use:Immunotherapy for glioblastoma, WHO Grade		RH		SP												N								UFP		CELL AND GENE THERAPY

		17360		IND		14-Feb-17		ACTIVE		3/16/17						OTAT		Cass MD MPH, Kyra		myVac (personalized peptide vaccine)		No product listed for IND 17360		Anti-tumor peptide vaccination		RH		SP												N								UFP		CELL AND GENE THERAPY

		17539		IND		8-Jun-17		WITHDRAWN		7/13/17						OTAT		Gibson MD PhD, Angela		Allogeneic Keratinocyte Cell Line (NIKS), Seeded on Rat Collagen (BD) Conditioned with Human Dermal Fibroblasts (Clonetics)		Multiple products listed for IND 17539		Emergency - Treatment of a single patient with thermal burns		RH		EM						S3						5								UFP		CELL AND GENE THERAPY

		17459		IND		24-Apr-17		WITHDRAWN		6/27/17						OTAT		Bendel MD, Anne E		Neoantigen Peptides		No product listed for IND 17459		Emergency - Treatment of left frontal high grade astrocytoma		RH		EM												N								UFP		CELL AND GENE THERAPY

		17739		IND		26-Sep-17		HOLD		10/26/17		HOLD		10/26/17		OTAT		Lander MD, Elliot		Autologous Stromal Vascular Fraction and Vaccinia Virus (ACAM2000)		No product listed for IND 17739		Single patient treatment for metastatic uterine leiornyosarcoma		RH		SP												N								UFP		CELL AND GENE THERAPY

		17384		IND		27-Feb-17		ACTIVE		3/29/17						OTAT		Byrne MD PhD, Barry J		rAAV9-CB6-AspA gene vector		rAAV9-CB6-hAspA,non-replicating recombinant adeno-associated viral vector expressing the codon optimized human acid alpha-glucosidase gene		Canavan Disease		RH		SP		G5										N								UFP		CELL AND GENE THERAPY

		17340		IND		3-Feb-17		ACTIVE		2/3/17						OTAT		Krakow, Elizabeth		Mesenchymal Progenitor Cells (MPCs)		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and ex vivo Expanded Mesenchymal Precursor Cells		Emergency - Treatment of Grade IV GI and Liver GVHD in an adult subject		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17419		IND		28-Mar-17		ACTIVE		3/30/17						OTAT		Porter MD, David		Epstein Barr virus (EBV)-specific T cells		No product listed for IND 17419		Individual Patient Expanded Access IND (Compassionate Use Request) for useof Epstein Barr virus (EBV) - specific T cells		RH		EM						S4						N								UFP		CELL AND GENE THERAPY

		17807		IND		2-Nov-17		ACTIVE		11/7/17						OTAT		Huang MD, Marilyn		Live, Attenuated Listeria Monocytogenes Bacteria, Expressing Human Papilloma Virus Type 16 E7 Tumor Antigen Linked to Listeriolysin O Protein (Lm-LLO-E7)		HPV type 16 E7 Antigen Fused to Enzyme LLO (Listeriolysin O) (Lm-LLo-E7, Lovaxin-C ), Live, Attenuated		single patient treatment of recurrent vaginal cancer confirmed with metastatic squamous cell carcinoma		RH		SP		G8										N								UFP		CELL AND GENE THERAPY

		17397		IND		8-Mar-17		ACTIVE		3/10/17						OTAT		Nordquist MD, Luke		PAN-301-1: bacteriophage Nanoparticle Vaccine, expressing HAAH-1)		No product listed for IND 17397		Pancreatic Cancer		CM		IG		G8										N								UFP		CELL AND GENE THERAPY

		17402		IND		10-Mar-17		ACTIVE		4/9/17						OTAT		Wigle MD PhD, Dennis		Autologous Adipose Derived Mesenchymal Stem Cells  Seeded onto an Electrospun, Polyurethane Scaffold; Implanted in the Esophagus		Multiple products listed for IND 17402		Single patient treatment of esophageal repair due to esophageal tumor invasion		RH		EM						S3						5								UFP		CELL AND GENE THERAPY

		17543		IND		13-Jun-17		HOLD		7/12/17		HOLD		7/12/17		OTAT		Melicher MD, Jill		Technoclone Glu-Plasminogen		Glu-Plasminogen		Ligneous Conjunctivitis		RH		SP												N								UFP		CELL AND GENE THERAPY

		17670		IND		15-Aug-17		ACTIVE		9/13/17						OTAT		Junck MD, Larry		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single patient treatment for primary glioblastoma		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17758		IND		4-Oct-17		WITHDRAWN		10/16/17						OTAT		Jones MD, Stanley C		Autologous Human Adipose Derived Mesenchymal Stem Cells		Autologous Human Adipose Derived Mesenchymal Stem Cells		Single patient treatment of amyotrophic lateral sclerosis		RH		SP												N								UFP		CELL AND GENE THERAPY

		17401		IND		9-Mar-17		HOLD		4/7/17		HOLD		4/7/17		OTAT		Rush MD, Sloan W		Culture Medium Conditioned by Primary Cadaver Donor Corneal Limbal Epithelial Cells		Human corneal limbal epithelial stem cell secretory factors		Progressive sterile corneal ulceration		RH		IG						S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17655		IND		11-Aug-17		ACTIVE		9/19/17		PARTIAL HOLD		9/8/17		OTAT		Hormigo MD PhD, Adilia		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Expanded Accesas Use: Treatment for primary glioblastoma		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17415		IND		22-Mar-17		ACTIVE		4/21/17						OTAT		Schiff MD, David		SL-701 in an emulsion of Montanide ISA-51		No product listed for IND 17415		Expanded Access- glioblastoma multiforme		RH		SP												N								UFP		CELL AND GENE THERAPY

		17569		IND		22-Jun-17		ACTIVE		7/17/17						OTAT		Shook MD, David		Allogeneic Matched Unrelated Hematopoetic Progenitor Cells via infusion; Chemotherapy		Hematopoietic Progenitor Cells-Cord Blood		Treatment of Wiskott-Aldrich Syndrome in a Single Patient		RH		SP				1								N								UFP		HEMATOLOGICS
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		17774		IND		18-Oct-17		WITHDRAWN		11/22/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Haploidentical Transplant Selected with CLiniMACS CD34 Reagent System with Alemtuzumab, Busulfan and Total Body Irradiation (TBI) with Post-Transplant Cyclophosphamide (HaploTransplant CGD with post CTX)		No product listed for IND 17774		Treatment of Chronic Granulomatous Disease		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17891		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Ribas MD PhD, Antoni		RV-NYESO TCR PBMC, LV-NYESO TCR/sr39TK PBSC		No product listed for IND 17891		NY-ESO-1-positive relapsed or relapsed and refractory multiple myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17890		IND		19-Dec-17		PENDING		12/19/17						OTAT		OCTGT		City of Hope National Medical Center		HER2(EQ)BB /CD19t+ T cells		No product listed for IND 17890		Recurrent or refractory malignat glioma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17876		IND		12-Dec-17		PENDING		12/12/17						OTAT		OCTGT		Univ of Texas		Pembrolizumab, Clostridium novyi-NT		No product listed for IND 17876		Refractory Solid Tumors		RH				G8		1								8								UFP		CELL AND GENE THERAPY

		17621		IND		21-Jul-17		WITHDRAWN		8/9/17						OTAT		OCTGT		Univ of Texas		Utomilumab and ISA101b Peptide Vaccination		Multiple products listed for IND 17621		Treatment for HPV-16-Positive Incurable Solid Tumors		RH						2								N								UFP		CELL AND GENE THERAPY

		17731		IND		19-Dec-17		PENDING		12/19/17						OTAT		OCTGT		Amgen Inc		Autologous, CAR-T cells targeting delta-like ligand 3 (DLL3), transduced with third-generation SIN HIV-1 lentiviral vector, AMG 119		Multiple products listed for IND 17731		Relapsed/Refractory Small Cell Lung Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17871		IND		6-Dec-17		PENDING		12/6/17						OTAT		OCTGT		Fuchs MD, Ephraim J		Allogeneic HLA-matched or HLA-haploidentlcal Bone Marrow Transplant and Unstimulated Lukapheresed Peripheral Blood (DLI; T Cells) Donors that have been vaccinated  with VGX-3100 (IND 13683; Inovio vaccine) via electroporatlon by the Cellectra 2000; Chemotherapy		No product listed for IND 17871		Treatment of recurrent, human papillomavlrus associated (HPV*) oropharyngeal squamous cell carcinoma (OPSCC).		RH				G6		1		S1						N								UFP		CELL AND GENE THERAPY

		17512		IND		23-May-17		EXEMPT		6/22/17						OTAT		OCTGT		Rizzieri MD, David A		G-CSF-mobilized peripheral blood stem cells (G-PBSCs)		No product listed for IND 17512		Acute Myeloid Leukemia		RH						3		S5						N								UFP		CELL AND GENE THERAPY

		17726		IND		4-Oct-17		WITHDRAWN		11/1/17						OTAT		OBRR		CSL Behring		Immune Globulin Intravenous (Human), Privigen (IgPro10)		Immune Globulin (Human)		Chronic Immune Thrombocytopenic Purpura (ITP)		CM						4								N								UFP		HEMATOLOGICS

		17851		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		National Cancer Institute		MVA-BN-Brachyury, M7824 (MSB001359C), ALT-803, and Epacadostat (INCB024360)		Multiple products listed for IND 17851		Metastatic Castration Resistant Prostate Cancer		CM				G5		1								8								UFP		CELL AND GENE THERAPY

		17482		IND		5-May-17		EXEMPT		5/16/17						OTAT		OCTGT		Ramsingh MD, Giridharan		HLA-mismatched allogeneic cellular therapy (Microtransplantation)		No product listed for IND 17482		Intermediate-Risk Acute Myeloid Leukemia <60 years		RH						2								N								UFP		CELL AND GENE THERAPY

		17861		IND		18-Dec-17		PENDING		12/18/17						OTAT		OCTGT		Moderna Therapeutics Inc		mRNA (CX-012908) Expressing KRAS Mutations (G12C, C12V, G12D, and G13D) and mRNA(CX-012871) Expressing Transmembrane Protein 173 (TMEM173); in a Lipid Nanoparticle; and Pembrolizumab		No product listed for IND 17861		Solid tumors harboring KRAS mutations		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17843		IND		20-Dec-17		PENDING		12/20/17						OTAT		OCTGT		Voyager Therapeutics		Adeno-Associated Virus Serotype 2 (VY-AADC02) Expressing Human Aromatic L-Amino Decarboxylase		No product listed for IND 17843		treatment of Parkinson's Disease		CM				G5		2				FR				N								UFP		CELL AND GENE THERAPY

		17318		IND		11-Jan-17		WITHDRAWN		2/7/17						OTAT		OBRR		Protease Pharmaceuticals Inc		Recombinant Alpha-1 antitrypsin: Pulmaris		Recombinant Alpha-1 Proteinase Inhibitor expressed in yeast		Infusion Therapy for A1AD		CM						1								N								UFP		HEMATOLOGICS

		17878		IND		13-Dec-17		PENDING		12/13/17						OTAT		OBRR		Levine MD, John E		Alpha-1-antitrypsin (AAT, Alpha-1-Proteinase Inhibitor, A1P1) Glassia (Kamada)		Alpha-1-antitrypsin		Pre-Emption of Steroid-Refractory Acute GVHD		RH						1								N								UFP		HEMATOLOGICS

		17180		IND		9-Jan-17		WITHDRAWN		2/1/17						OTAT		OBRR		Biotest AG		Immune Globulin Intravenous (Human), 10% Liquid ([IgG Next Generation (BT595)]		Immune Globulin Intravenous (Human), 10% Liquid, IgG Next Generation (BT595)		Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)		CM						3								N								UFP		HEMATOLOGICS

		17320		IND		31-Jan-17		WITHDRAWN		3/2/17						OTAT		OCTGT		REGENXBIO Inc		Recombinant adeno-associated virus (rAAV) serotype 9, expressing human iduronidase (hIDUA) (RGX-111)		adeno-associated virus (rAAV) serotype 9 (AAV9.CB7.hIDUA (RGX-111) expressing human iduronidase		Treatment of Mucopolysaccharidosis Type I (MPS I)		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17794		IND		8-Dec-17		PENDING		12/8/17						OTAT		OCTGT		NantKwest Inc		NK-92/5.28.z (HER2.taNK), Allegeneic clonal cell line generated from NK-92 cell line expressing a second generation chimeric antigen receptor (CAR), administered by intravenous (IV) infusion.		No product listed for IND 17794		Metastatic or Locally Advanced HER2-positive Solid Tumors		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17445		IND		12-May-17		WITHDRAWN		6/13/17						OTAT		OCTGT		Cellscript LLC		RNA-based and/or Cell-based Autologous Therapy		No product listed for IND 17445		Cancers		CM						1								N								UFP		CELL AND GENE THERAPY

		17730		IND		20-Sep-17		EXEMPT		10/6/17						OTAT		OCTGT		Merin MD PhD, Noah		Allogeneic, HLA-Mismatched Peripehral Mononuclear Cells following  Blinatumomab; Infusion		Haploidentical Stem Cell Transplant; allogeneic		Treatment of patients  with relapsed/refractory CD19+ ALL.		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17819		IND		9-Nov-17		WITHDRAWN		11/16/17						OTAT		OCTGT		Wang PhD, Hongjun		Autologous Adipose-derived Mesenchymal Stem Cells		No product listed for IND 17819		Treatment of diabetes		RH						1								N								UFP		CELL AND GENE THERAPY

		17422		IND		29-Mar-17		WITHDRAWN		4/28/17						OTAT		OCTGT		Cuff MD, Robert F		Use of the PalinGlen Flow on walking distances among patients with single leg claudication		Multiple products listed for IND 17422		To evaluate the vascular regenerative stimulatory properties of mesenchymal stromal cell (present in PalinGen Flow) in the setting of claudication		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17897		IND		22-Dec-17		PENDING		12/22/17						OTAT		OCTGT		Gedaly MD, Roberto		Autologous Regulatory T cell Infusion with Zortress (Everolimus)		No product listed for IND 17897		Treatment of end-stage renal disease listed for primary solitary kidney transplant		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17898		IND		22-Dec-17		PENDING		12/22/17						OTAT		OCTGT		Kammula MD, Udai S		Autologous Tumor Infiltrating Lymphocytes Ex Vivo Expanded		No product listed for IND 17898		Treatment of metastatic uveal melanoma.		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17903		IND		27-Dec-17		PENDING		12/27/17						OTAT		OBRR		Rashidi MD PhD, Armin		Human Cytomegalovirus (CMV)-Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate early 2 and pp65 proteins; chick embryo fibroblasts; City of Hope Center for Biomedicine and Genetics) Vaccine (CMV-MVA), Live, Attenuated		Human Cytomegalovirus (CMV) - Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate-early 2, & pp65 proteins; chick embryo fibroblasts; City of Hope for Biomedicine & Genetics) Vaccine (CMV-MVA), Live, Attenuated		Research study to examine whether treatment will reduce relapse in lymphoma or myeloma patients who have undergone autologous hematopoietic cell transplants		RH						1								N								UFP		CELL AND GENE THERAPY

		17747		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Translate Bio		MRT5005 mRNA/Cholesterol nanoparticle expressing human CFTR protein		No product listed for IND 17747		Treatment of Cystic Fibrosis (CF)		RH				G6		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17887		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Treos Bio Zrt.		Six pepties from seven CRC cell tumor antigens (PolyPEPI1018) in Montanide		No product listed for IND 17887		Add-on immunotherapy to the standard-of-care treatment of colorectal cancer in patients identified as likely responders using a companion in vitro diagnostic test.		CM						1								N								UFP		CELL AND GENE THERAPY

		17392		IND		6-Mar-17		WITHDRAWN		3/15/17						OTAT		OCTGT		Byrne MD PhD, Barry J		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Treatment of Pompe Disease		RH				G5		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17804		IND		31-Oct-17		EXEMPT		11/13/17						OTAT		OBRR		Gibbons MD, Christopher		Gamunex-C, [Immune Globulin Injection (Human), 10% Caprylate/Chromatography Purified]		No product listed for IND 17804		Immune mediated small fiber neuropathy		RH						2								N								UFP		HEMATOLOGICS

		17424		IND		30-Mar-17		WITHDRAWN		5/18/17						OTAT		OCTGT		Kaminetzky MD, David		Allogeneic G-CSF Mobilized, Non-myeloablative  Matched HLA or Haploidentical Related PBSC Transplant followed by  High-Dose Cyclophosphamide, Mycophenolate mofetil and Tacrolimus		PBSC; ALLOGENEIC		Treatment of hematopoietic malignancies		RH						2		S2						6								UFP		CELL AND GENE THERAPY

		17805		IND		9-Nov-17		WITHDRAWN		11/15/17						OTAT		OCTGT		Chiappori MD, Alberto		Autologous Dendritic Cells Infected with Adenovirus Vector Type 5 Expressing p53 (Ad.p53-DC); Administered subcutaneously and Ipilimumab and Nivolumab		Multiple products listed for IND 17805		Treatment of relapsed small cell lung cancer (SCLC)						G5		2								N								UFP		CELL AND GENE THERAPY

		17883		IND		14-Dec-17		PENDING		12/14/17						OTAT		OBRR		Planinsic MD, Raymond		Four-Factor Prothrombin Complex Concentrate (Human) [KCENTRA]		No product listed for IND 17883		Coagulopathy during liver transplantation after confirming prolonged tissue factor-triggered clotting time over 78 seconds per routine thromboelastometry and clinical diagnosis of microvascular bleeding		RH						1								N								UFP		HEMATOLOGICS

		17470		IND		1-May-17		WITHDRAWN		6/14/17						OTAT		OCTGT		Sanford Research		Autologous Th-1 Dendritic Cells derived from PBMC, loaded with Tumor Lysate plus mRNA Vaccine		Multiple products listed for IND 17470		Treatment for newly diagnosed or relapsed poor-prognosis CNS tumors in pediatric and young adult patients		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17387		IND		2-Mar-17		WITHDRAWN		3/29/17						OTAT		OCTGT		Bydon MD, Mohamad		Autologous Adipose Derived Mesenchymal Stromal Cells		No product listed for IND 17387		Spinal Cord Injury		RH						1		S3						N								UFP		CELL AND GENE THERAPY
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		17544		IDE		9-Jun-17		APPROVED		7/3/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Magnetic-Activated Cell Sorter (CliniMACS, Miltenyi) TCR alpha/beta and CD19 T-cell depletion PBSC; conditioning		Multiple products listed for IND 17544		Leukocyte Adhesion Deficiency Type 1		RH						2								N								UFM		DEVICES

		17770		IDE		13-Oct-17		DISAPPROVED		11/9/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Allogeneic, HLA-Compatible Unrelated and HLA Mismatched Related, G-CSF Mobilized, T-cell depleted Peripheral Blood Stem Cells, CD34+ Selected  with the Magnetic-Activated Cell Sorter (CliniMACS, Miltenyi), Chemotherapy		Multiple products listed for IND 17770		Treatment of patients with Fanconi AnemiaLacking a Genotypically Identical Donor  and severe hematologic disease.		RH						2		S1						N								UFM		DEVICES

		17374		IDE		22-Feb-17		APPROVED		5/16/17						OTAT		OCTGT		Grupp MD PhD, Stephan A		Magnetic- Activated Cell Sorter (CliniMACS, Miltenyi) for TCR??+/CD19+ Depeletion of G-CSF or GM-CSF Mobilized Allogeneic Unrelated or Partially Matched Related Peripheral Stem Cells; Chemotherapy		Multiple products listed for IND 17374		Expanded access for patients who lack a fully HLA matched sibling donor, and who are candiates for allogeneic hematopoietic stem cell transplant. (malignant and non-malignant diseases)		RH						1		S1						N								UFM		DEVICES

		17455		IDE		20-Apr-17		APPROVED		5/17/17						OTAT		OCTGT		Mayo Clinic		Cytori Celution System		No product listed for IND 17455		Bilateral Pre-collapse Femoral Head Osteonecrosis		CM						1		S1						N								UFM		DEVICES

		17414		IDE		3-Mar-17		REFUSE TO ACCEPT		3/28/17						OTAT		OCTGT		Tissue Genesis LLC		Cell Isolation System		Fat (Adipose) Tissues		Treatment of the Symptoms of Erectile Dysfunction		CM						1								N								UFM		DEVICES

		17905		IDE		28-Dec-17		PENDING		12/28/17						OTAT		OCTGT		BioCardia Inc		CardiAMP CSCell Separator (BioCardia), Autologous Bone Marrow Mononuclear Cells, Administered via Helix Transendocardial Catheter		No product listed for IND 17905		Treatment of chronic myocardial ischemia refractory angina.		CM						2		S1						N								UFM		DEVICES

		17595		IDE		12-Jul-17		APPROVED		10/19/17						OTAT		OCTGT		Pulsipher MD, Michael A		CliniMACS TCRaB/CD19 Combined Depletion System; A randomized trial of low versus moderate exposure busulfan for infants with Severe Combined Immunodeficiency (SCID) receiving TCR alpha-beta/CD19+ depleted transplantation		No product listed for IND 17595		Severe combined immunodeficiency (SCID)		RH						2								N								UFM		DEVICES

		17426		IDE		31-Mar-17		APPROVED		5/2/17						OTAT		OCTGT		Nationwide Children's Hospital		CliniMACS TCRalpha-beta/CD19 Combined Depletion System		Multiple products listed for IND 17426		Treatment of hematologic malignancies and myelodysplasia		RH						1								9								UFM		DEVICES

		17469		IDE		28-Apr-17		DISAPPROVED		5/31/17						OTAT		OCTGT		Botvinick PhD, Elliot		FMC NovaMatrix Pronova UP LVM alginate beads		Alginate microbeads		Treatment of type 1 diabetes		RH						1								N								UFM		DEVICES

		17376		IDE		22-Feb-17		APPROVED		7/19/17						OTAT		OCTGT		Fresenius Kabi USA		Amicus Separator System - Extracorporeal Photopheresis (ECP)		Amicus Separator System-Extracorporeal Photopheresis (ECP)		For the treatment of patients with Corticosteroid-Refractory, Corticosteroid-Dependent or Corticosteroid-Intolerant Chronic Graft-versus-Host Disease.		CM						1								9								UFM		DEVICES

		17615		IDE		19-Jul-17		APPROVED		8/17/17						OTAT		OCTGT		LaCell LLC		The Tissue Genesis Icellator Cell Isolation System (Icellator)		Icellator Cell Isolation System? (?Icellator?)		For the treatment and repair of pressure ulcer associated skin wounds secondary to ischemia reperfusion injury and microvascular compromise		CM						1		S1						N								UFM		DEVICES

		17524		IDE		1-Jun-17		APPROVED		6/29/17						OTAT		OCTGT		The GID Group Inc		GID SVF-2 with GIDzyme-2		No product listed for IND 17524		Treatment of erectile dysfunction (ED).		CM						1								N								UFM		DEVICES
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		17437		IND		6-Apr-17		ACTIVE		4/6/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Human Wilms Tumor Protein 1 Peptides (4 Synthetic Peptides, American Peptide Company) Mixed with Montanide ISA-51 VG Adjuvant (Seppic); and Administered with GM-CSF (Berlex)		Multiple products listed for IND 17437		Emergency - Treatment of multiple myeloma in a single patient		RH		EM												N								UFP		CELL AND GENE THERAPY

		17354		IND		9-Feb-17		ACTIVE		2/9/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Allogeneic Epstein-Barr Virus Cytotoxic T-Lymphocytes		Multiple products listed for IND 17354		Emergency - treatment of EBV post-transplant lymphoproliferative disease		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17756		IND		4-Oct-17		ACTIVE		10/10/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Emergency Single Patient Use of Vigil Vaccine:  Autologous Tumor Cells Transfected with bifunctional short hairpin ribonucleic acid furin and granulocyte macrophage-colony stimulating factor, radiated administered by injection.		Tumor Cells (Autologous) Transfected with Recombinant Human Granulocyte Macrophage Colony Stimulating Factor Gene (DNA Plasmid, FANG)		Treatment of Ewing sarcoma		RH		SP		G6										N								UFP		CELL AND GENE THERAPY

		17420		IND		29-Mar-17		ACTIVE		3/29/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Rapidly Generated Peptide Stimulated Multivirus-directed Specific Cytotoxic T-Lymphocytes derived from Allogeneic PBMCs and Pulsed with Cytokines		No product listed for IND 17420		Emergency - Treatment of BK viremia and adenoviremia in a single patient.		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17355		IND		10-Feb-17		ACTIVE		2/10/17						OTAT		OBRR		Memorial Sloan-Kettering Cancer Center		Cytomegalovirsu Cytotoxic T-Lymphocytes (CMV-CTLs)		allogeneic CMV Specific Cytotoxic T lymphocytes		Emergency - treatment of CMV resistant reactivation in drug resistent patient (donor derived) post-stem cell transplant		RH		EM						S5						N								UFP		CELL AND GENE THERAPY

		17651		IND		8-Aug-17		ACTIVE		9/7/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		Allogeneic Matched Related TCR alpha beta and CD19 B-Cell depleteion of PBSC using the Magnetic-Acrtivated Cell Sorter (CliniMACS)		Multiple products listed for IND 17651		Treatment of Wiskott-Aldrich Syndrome		RH		EM						S1						N								UFP		CELL AND GENE THERAPY

		17334		IND		27-Jan-17		ACTIVE		2/24/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		EGFRr/BCMA-41BBz CAR T Cells;Dynabeads CD3/CD28 CTS; Defined Composition CD4 and CD8 T Cells		No product listed for IND 17334		Treatment of multiple myeloma		RH				G4		2								N								UFP		CELL AND GENE THERAPY

		17346		IND		22-Feb-17		ACTIVE		5/16/17		HOLD		3/24/17		OTAT		OCTGT		National Cancer Institute		CDX-1401 (Celldex); Poly-ICLC ; SGI-110 (Decitabine), and Atezolizumab (MPDL3280A)		No product listed for IND 17346		metastatic or unresectable malignancy for which standard curative or palliative measures do not exist or are no longer effective		CM						2								N								UFP		CELL AND GENE THERAPY

		17311		IND		19-Jan-17		ACTIVE		2/18/17						OTAT		OCTGT		National Cancer Institute		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec] in combination with Radiation		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Treatment for localized soft tissue sarcoma		RH				G5		2								N								UFP		CELL AND GENE THERAPY

		17889		IND		19-Dec-17		ACTIVE		12/19/17						OTAT		OCTGT		Baylor College of Medicine		Partially HLA-Matched AdV-Directed VSTs (Viralym-A)		No product listed for IND 17889		Emergency - treatment of adenovirus infection		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17774		IND		18-Oct-17		WITHDRAWN		11/22/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Haploidentical Transplant Selected with CLiniMACS CD34 Reagent System with Alemtuzumab, Busulfan and Total Body Irradiation (TBI) with Post-Transplant Cyclophosphamide (HaploTransplant CGD with post CTX)		No product listed for IND 17774		Treatment of Chronic Granulomatous Disease		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17351		IND		8-Feb-17		ACTIVE		3/10/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Autologous Ex-Vivo Expanded CD4+CD127lo/-CD25+ Polyclonal Regulatory T Cells (Poly Tregs)		T regulatory cells		Treatment of Adults with Active Pemphigus		RH						1		S3						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17846		IND		20-Nov-17		ACTIVE		12/20/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells (hBM-MSC)		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Treatment of adult recipients of living donor kidney transplant with co-stimulatory blockade		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17497		IND		16-May-17		ACTIVE		6/14/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Allogeneic Bilateral Orthotopic Lung Transplant (BOLT) in tandem with Partially HLA Matched, CD3+/CD19+ Depleted Cadaveric Bone Marrow Transplant using the Magnetic-Activated Cell Sorter (CliniMACS, Miltenyi), Hydroxyurea, Rituximab, Alemtuzumab, ATG, and Thiotepa		Multiple products listed for IND 17497		Treatment of patients with lung or intestinal end organ failure in concert with severe immune deficiency		RH						2		S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17803		IND		31-Oct-17		ACTIVE		11/30/17						OTAT		OCTGT		Roswell Park Cancer Institute		CDX-1401/Poly-ICLC in combination with Decitabine and Nivolumab		Multiple products listed for IND 17803		Myelodysplastic Syndromes (MDS) or Low Blast Count AML		RH						1								6								UFP		CELL AND GENE THERAPY

		17590		IND		6-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Roswell Park Cancer Institute		NY-ESO-1 Protein with MIS416 Vaccine in Combination with Sirolimus		NY-ESO-1 Cancer Vaccine		Inducing Anti-Tumor Immunity in Ovarian, Fallopian Tube and Primary Peritoneal Cancer		RH						1								N								UFP		CELL AND GENE THERAPY

		17410		IND		20-Mar-17		ACTIVE		4/19/17						OTAT		OCTGT		Roswell Park Cancer Institute		NY-ESO-1 TCR/ dn TGF(beta)RII transgenic T cells		Multiple products listed for IND 17410		Advanced malignancies		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17527		IND		5-Jun-17		ACTIVE		7/5/17						OTAT		OCTGT		Roswell Park Cancer Institute		Autologous PBMNC Transduced with Retroviral Vector NY-ESO-1 TCR in Combination with Decitabine		Multiple products listed for IND 17527		Treatment of recurrent or refractory ovarian cancer		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17521		IND		17-Nov-17		HOLD		12/13/17		HOLD		12/13/17		OTAT		OCTGT		Maxcyte Inc		Autologous Peripheral Blood Leukocytes, Transfected via Electroporation to Express Human Mesothelin Chimeric Antigen Receptor mRNA		MCY-M11		Platinum Resistant High Grade Serous Adenocarcinoma of the Ovary, Primary Peritoneum, or Fallopian Tube or Peritoneal Mesothelioma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17891		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Ribas MD PhD, Antoni		RV-NYESO TCR PBMC, LV-NYESO TCR/sr39TK PBSC		No product listed for IND 17891		NY-ESO-1-positive relapsed or relapsed and refractory multiple myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17471		IND		1-May-17		ACTIVE		5/26/17						OTAT		OCTGT		Ribas MD PhD, Antoni		RV-NYESO TCR PBMC; LV-NYESO TCR/sr39TK PBSC		No product listed for IND 17471		Locally advanced or metastatic NY-ES0 -1 positive cancer		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17743		IND		27-Sep-17		HOLD		10/27/17		HOLD		10/27/17		OTAT		OCTGT		TissueTech Inc		Allogeneic Human Umbilical Cord Placental Tissue, Cryopreserved; Generic: Cryopreserved Human Umbilical Cord; Code: TTAX02		Umbilical Cord Tissue, Allogeneic, Human		To promote wound healing and closure of developmental defects during in-utero repair of severe spina bifida		CM						3		S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17890		IND		19-Dec-17		PENDING		12/19/17						OTAT		OCTGT		City of Hope National Medical Center		HER2(EQ)BB /CD19t+ T cells		No product listed for IND 17890		Recurrent or refractory malignat glioma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17432		IND		5-Apr-17		ACTIVE		4/7/17						OTAT		OCTGT		City of Hope National Medical Center		HLA-matched BK specific Cytotoxic T lymphocytes (BK CTLs)		No product listed for IND 17432		Individual patient IND under expanded access for non-emergency use using BK specific CL lines generated by ex-vivo expansion in a post-transplant patient (DF) with BK virus infection.		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17638		IND		1-Aug-17		ACTIVE		8/31/17						OTAT		OCTGT		City of Hope National Medical Center		Allogeneic CD4+ T-cell-depleted HPC with Cyclophosphamide, Pentostatin, Anti-thymocyte globulin		Allogeneic Hemopoietic Stem Cells		Sickle Cell Disease		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17501		IND		9-Jun-17		ACTIVE		7/7/17						OTAT		OCTGT		Celgene		Autologous CD4+/CD8+ T Cells Expressing CD19 Chimeric Antigen Receptor(JCAR017)		No product listed for IND 17501		Relapsed/refractory aggressive B-cell non-Hodgkin lymphoma (NHL)		CM				G4		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17761		IND		5-Oct-17		ACTIVE		11/3/17						OTAT		OCTGT		Univ of Texas		Off-the-shelf, Expanded, Most Closely HLA Matched, Allogenic Adenovirus-Specific T cells		No product listed for IND 17761		Adenovirus related disease in immunocompromised patients		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17876		IND		12-Dec-17		PENDING		12/12/17						OTAT		OCTGT		Univ of Texas		Pembrolizumab, Clostridium novyi-NT		No product listed for IND 17876		Refractory Solid Tumors		RH				G8		1								8								UFP		CELL AND GENE THERAPY

		17742		IND		10-Oct-17		ACTIVE		11/9/17						OTAT		OCTGT		Univ of Texas		HPV-DP-5P and HPV-DP-7P peptide vaccine and Utomilumab Vaccine		Multiple products listed for IND 17742		Immunotherapy for HPV-16-positive incurable oropharyngeal cancer		RH						2								N								UFP		CELL AND GENE THERAPY

		17344		IND		6-Feb-17		ACTIVE		8/16/17		HOLD		3/8/17		OTAT		OCTGT		Univ of Texas		Autologous IL-21-Primed CD8+ Tumor Antigen-Specific T Cells		Multiple products listed for IND 17344		Treatment of Platinum Resistant Ovarian Cancer		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17757		IND		4-Oct-17		ACTIVE		11/3/17						OTAT		OCTGT		Univ of Texas		Allogeneic Umbilical Cord Blood (UCB) Derived NK Cells Expanded Ex Vivo		Umbilical Cord Blood (UCB) Derived NK Cells		Treatment of Solid Tumors		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17656		IND		11-Aug-17		ACTIVE		9/10/17						OTAT		OCTGT		Univ of Texas		Allogeneic Bone Marrow Derived Multipotent Mesenchymal Stromal Cells administered by Intravenous Infusion or Transendocardial Injection		Multiple products listed for IND 17656		Patients with Recent Onset of Anthracycline-Associated Cardiomyopathy		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17621		IND		21-Jul-17		WITHDRAWN		8/9/17						OTAT		OCTGT		Univ of Texas		Utomilumab and ISA101b Peptide Vaccination		Multiple products listed for IND 17621		Treatment for HPV-16-Positive Incurable Solid Tumors		RH						2								N								UFP		CELL AND GENE THERAPY

		17428		IND		31-Mar-17		ACTIVE		4/28/17						OTAT		OCTGT		Univ of Texas		Autologous T-cells Transduced with Lentiviral Vector Expressing CD33-Specific Chimeric Antigen Receptor Gene (CD33-CAR-T cells)		CD3+ T cells genetically modified using a lentiviral vector (INXN-2006) to co-express a CD33-specific CAR and the HER1t depletion marker		Patients with Relapsed or Refractory CD33-Positive Acute Myeloid Leukemia		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17356		IND		13-Feb-17		ACTIVE		3/15/17						OTAT		OCTGT		Univ of Texas		Autologous CD8+ Antigen-Specific T Cells and Anti-CTLA4		Multiple products listed for IND 17356		For patients with metastatic uveal melanoma		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17321		IND		13-Jan-17		ACTIVE		4/11/17		HOLD		2/10/17		OTAT		OCTGT		Univ of Texas		Allogeneic Donor Umbilical and Cord Blood derived CAR-CD19-CD28-Zeta-2a-iCasp9-IL15 Transduced NK Cells		Allogeneic Donor Umbilical and Cord Blood derived CAR-CD19-CD28-Zeta-2a-iCasp9-IL15 Transduced NK Cells		Treatment for relapsed/refractory B-lymphoid malignancies		RH				G4		2								N								UFP		CELL AND GENE THERAPY

		17378		IND		23-Feb-17		ACTIVE		3/25/17						OTAT		OCTGT		Univ of Texas		Ex-Vivo Expanded using MSC Derived from Bone Marrow, Fucosylated and Unmanipulated Alllogeneic unrelated Cord Blood, chemotherapy		Multiple products listed for IND 17378		Enhance homing and engraftment		RH						2		S3						9								UFP		CELL AND GENE THERAPY

		17314		IND		6-Jan-17		ACTIVE		5/5/17		HOLD		2/3/17		OTAT		OCTGT		Univ of Texas		Natural Killer (NK) Cells derived from ex vivo-expanded Cord Blood, Combined with Rituximab-High Dose Chemotherapy and Autologous Stem Cell Transplant		Multiple products listed for IND 17314		Immunotherapy for B-cell non-Hodgkin's lymphoma		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17731		IND		19-Dec-17		PENDING		12/19/17						OTAT		OCTGT		Amgen Inc		Autologous, CAR-T cells targeting delta-like ligand 3 (DLL3), transduced with third-generation SIN HIV-1 lentiviral vector, AMG 119		Multiple products listed for IND 17731		Relapsed/Refractory Small Cell Lung Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17383		IND		27-Feb-17		ACTIVE		3/29/17						OTAT		OCTGT		Fred Hutchinson Cancer Research Center		Autologous T-cells Transduced with Lentiviral Vector Expressing CD20-specific Chimeric Antigen Receptor Gene		No product listed for IND 17383		Treatment of Relapsed or Refractory B Cell Non-Hodgkin Lymphomas		RH				G1		2								N								UFP		CELL AND GENE THERAPY

		17663		IND		14-Aug-17		ACTIVE		8/16/17						OTAT		OCTGT		Fred Hutchinson Cancer Research Center		Autologous Peripheral Blood T cells Transduced with Retroviral Vector (BPZ-1002; SFG.iCasp9.2A.SLL-TCR) Expressing human T Cell Receptor (TCR) alpha and beta chains for the Preferentially Expressed Antigen in Melanoma (PRAME)-derived peptide SLLQLIGL (BPX-701 T cells); Following Chemotherapy; AP1903 Administered Only for Uncontrolled BPX-701 Toxicity		Multiple products listed for IND 17663		Single patient treatment of relapsed or refractory acute myeloid leukemia		RH		SP		G4										6								UFP		CELL AND GENE THERAPY

		17855		IND		22-Nov-17		ACTIVE		12/21/17						OTAT		OBRR		National Institute of Diabetes, Digestive, & Kidney Diseases		Hepatitis B Immunoglobulin (human) and Peginterferon alfa-2a		Multiple products listed for IND 17855		Treatment of Chronic Hepatitis B Virus		RH						2								N								UFP		HEMATOLOGICS

		17473		IND		23-Jun-17		HOLD		7/20/17		HOLD		7/20/17		OTAT		OCTGT		Pfizer Inc		PF-06755347 (Recombinant Multimerized Human IgG1 Fc)		recombinant human Fc fragment containing human (h) Fc1 (hinge, CH2 and CH3 regions)		Treatment of chronic inflammatory demyelinating polyneuropathy (CIDP)		CM						1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17659		IND		1-Sep-17		ACTIVE		9/29/17						OTAT		OCTGT		BioMarin Pharmaceutical Inc		Adeno-Associated Virus Serotype 5 (AAV5) Expressing SQ form of Human Factor VIII (hFVIII-SQ) (BMN 270)		Adeno-Associated Virus Serotype 5 (AAV5) Vector Expressing hFVIII-SQ.		treatment of Hemophilia A		CM				G5		3						Breakthrough Therapy Designation		N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17217		IND		9-Jan-17		ACTIVE		2/8/17						OTAT		OCTGT		Ludwig Institute for Cancer Research		durvalumab (MEDI4736), Adenovirus Vector (Ad5/3-D24-GMCSF), Expressing GM-CSF (ONCOS-102)		Adenovirus Vector Type 3 (Ad5/3-D24-GMCSF)		Treatment of peritoneal cancer		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17480		IND		25-May-17		ACTIVE		6/23/17						OTAT		OCTGT		Ludwig Institute for Cancer Research		mRNAs Encoding Tumor Specific Antigens (MUC-1, Survivin, NY-ESO-1, 5T4, MAGE-C2 and MAGE-C1) with Durvalumab and Tremelimumab Administrated Intradermally		Multiple products listed for IND 17480		Non-small cell lung cancer		RH				G6		1								5								UFP		CELL AND GENE THERAPY

		17557		IND		19-Jun-17		ACTIVE		7/19/17						OTAT		OCTGT		Genentech Inc		RO7198457, Personalized Cancer Vaccine (PCV)		ROT 198457 RNA		Solid Tumors		CM						1								8								UFP		CELL AND GENE THERAPY

		17624		IND		24-Jul-17		ACTIVE		8/23/17						OTAT		OCTGT		Univ of Pennsylvania Medical Center		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  ICT 107-301		Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use for Newly Diagnosed Glioblastoma Multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17849		IND		21-Nov-17		ACTIVE		12/21/17						OTAT		OCTGT		Univ of Pennsylvania Medical Center		Autologous T cells Transduced with Lentiviral Vector (AntiBCMAbbz human) Expressing B-cell Maturation Antigen (BCMA)-specific Chimeric Antigen Receptor (CART-BCMA) with or without Autologous CD3+ T Cells Cultured with Anti-CD3 and Anti-CD28 Coated Magnetic Beads; Transduced with self-inactivating (SIN) Lentiviral Vector (CD19bbz-human Lot# 060713S12) Expressing Humanized CD19 Chimeric Antigen Receptor (huCART19); and chemotherapy		Multiple products listed for IND 17849		Treatment of multiple myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17871		IND		6-Dec-17		PENDING		12/6/17						OTAT		OCTGT		Fuchs MD, Ephraim J		Allogeneic HLA-matched or HLA-haploidentlcal Bone Marrow Transplant and Unstimulated Lukapheresed Peripheral Blood (DLI; T Cells) Donors that have been vaccinated  with VGX-3100 (IND 13683; Inovio vaccine) via electroporatlon by the Cellectra 2000; Chemotherapy		No product listed for IND 17871		Treatment of recurrent, human papillomavlrus associated (HPV*) oropharyngeal squamous cell carcinoma (OPSCC).		RH				G6		1		S1						N								UFP		CELL AND GENE THERAPY

		17906		IND		28-Dec-17		ACTIVE		12/28/17						OTAT		OBRR		Not Entered		BPX501 (Bellicum)		No product listed for IND 17906		Emergency - Second dose to boost antileukemia effect, has residual disease				EM

		17893		IND		23-Dec-17		ACTIVE		12/23/17						OTAT		OCTGT		Not Entered		tisagenlecleucel		Multiple products listed for IND 17893		Emergency - Yes, for the treatment of relapsed refractory ALL				EM

		17901		IND		26-Dec-17		ACTIVE		12/26/17						OTAT		OCTGT		Not Entered		tisagenlecleucel (antiCD19 CAAR T cell)		Multiple products listed for IND 17901		Emergency - need approval to porceed with manufacturing				EM

		17867		IND		1-Dec-17		ACTIVE		12/1/17						OTAT		OCTGT		Not Entered		CV-MG01		No product listed for IND 17867		Emergency - Treatment of myasthemia gravis				EM

		17865		IND		29-Nov-17		ACTIVE		11/29/17						OTAT		OCTGT		Not Entered		Autologous Tumor Infiltrating Lymphocytes Cultured with OKT3, Interleukin-2, and Allogeneic Mononuclear Feeder Cells		No product listed for IND 17865		Emergency - Treatment of melanoma in a single patient				EM						S3														UFP		CELL AND GENE THERAPY

		17492		IND		12-May-17		ACTIVE		5/12/17						OTAT		OCTGT		Not Entered		SL-701, Multivalent Glioma-Associated Antigen Vaccine, Via Subcutaneous Injection		No product listed for IND 17492		Emergency - Treatment of glioblastoma in 4 patients				EM																				UFP		CELL AND GENE THERAPY

		17577		IND		28-Jun-17		ACTIVE		6/28/17						OTAT		OCTGT		Not Entered		Allogeneic bone marrow-derived mesenchymal stem cells		No product listed for IND 17577		Emergency - primary progressive multiple sclerosis				EM

		17641		IND		1-Aug-17		EM DENIED		8/1/17						OTAT		OCTGT		Not Entered		Autologous Adipose Derived Stromal Vascular Fraction and ACAM200 Vaccinia Virus		No product listed for IND 17641		Emergency - Treatment of papillary thyroid carcinoma				EM		G1

		17711		IND		7-Sep-17		ACTIVE		10/6/17						OTAT		OCTGT		Cowan MD, Morton J		Autologous, bone marrow derived CD34+ cells transduced with lentiviral vector, expressing the human cDNA for DCLRE1C (Artemis) with the human Artemis promoter		Multiple products listed for IND 17711		Artemis-deficient severe combined immunodeficiency disease (ARTSCID)		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17313		IND		6-Jan-17		ACTIVE		2/3/17						OTAT		OCTGT		Kurtzberg MD, Joanne		Allogeneic human cord tissue-derived mesenchymal stromal cells (hCT-MSC)		Allogeneic human cord-tissue mesenchymal stromal cells (hCT-MSC)		Treatment of children with autism spectrum disorder (ASD)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17512		IND		23-May-17		EXEMPT		6/22/17						OTAT		OCTGT		Rizzieri MD, David A		G-CSF-mobilized peripheral blood stem cells (G-PBSCs)		No product listed for IND 17512		Acute Myeloid Leukemia		RH						3		S5						N								UFP		CELL AND GENE THERAPY

		17763		IND		5-Oct-17		ACTIVE		11/3/17						OTAT		OCTGT		Mendell MD, Jerry R		rAAVrh74.MHCK7.Micro-Dystrophin, Non-Replicating, Recombinant Adeno-Associated Virus, Seroype rh74 Containing a  Human Micro-Dystrophin Gene Controled by the Muscle-Specific MHCK7 Promoter		rAAVs, seroype rh74 expressing human micro-dystrophin with a muscle-specific [MHCK7] promoter (rAAVrh74.MHCK7.Micro-dystrophin)		Duchenne muscular dystrophy		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17650		IND		1-Sep-17		ACTIVE		9/29/17						OTAT		OCTGT		Bavarian Nordic A/S		Vaccinia Virus Vector (BN-Brachyury) and Fowlpox Virus Vector (FPV-Brachyury), Both Expressing Human Brachyury TAA, LFA-3, B7.1, and ICAM-1 Genes		Multiple products listed for IND 17650		Treatment of cancers that highly express Brachyury Tumor Associated Antigen (lung, ovarian, breast, prostate, colorectal, pancreatic or chordoma)		CM				G5		2								N								UFP		CELL AND GENE THERAPY

		17487		IND		10-May-17		ACTIVE		6/9/17						OTAT		OCTGT		Cox Jr MD, Charles S		Autologous Umbilical Cord Blood Stem Cells for Individual Patient Expanded Access		Autologous Cord Blood Stem Cells		Cerebral palsy		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17396		IND		8-Mar-17		ACTIVE		4/6/17						OTAT		OCTGT		Krance MD, Robert A		Allogeneic Mesenchymal Stem Cells		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Aplastic anemia		RH		EM						S2						N								UFP		CELL AND GENE THERAPY

		17726		IND		4-Oct-17		WITHDRAWN		11/1/17						OTAT		OBRR		CSL Behring		Immune Globulin Intravenous (Human), Privigen (IgPro10)		Immune Globulin (Human)		Chronic Immune Thrombocytopenic Purpura (ITP)		CM						4								N								UFP		HEMATOLOGICS

		17350		IND		7-Feb-17		ACTIVE		2/28/17						OTAT		OCTGT		Parney MD PhD, Ian F		Autologous Dendritic Cells Derived from (PBMC) CD14 Selection and Pulsed with Allogeneic Tumor Lysate (ALTL-DCV)		Multiple products listed for IND 17350		Single patient use for recurrent glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17833		IND		15-Nov-17		ACTIVE		11/15/17						OTAT		OCTGT		Talano MD, Julie-An		BPX-701		No product listed for IND 17833		Emergency - Treatment of refractory AML		RH		EM		G4										N								UFP		CELL AND GENE THERAPY

		17625		IND		24-Jul-17		ACTIVE		8/23/17						OTAT		OCTGT		Gillanders MD, William E		Neoantigen DNA Vaccine +/- Durvalumab		Multiple products listed for IND 17625		Triple-Nagative Breast Cancer Disease following Standard Chemotherapy		RH				G5		1								5								UFP		CELL AND GENE THERAPY

		17596		IND		13-Jul-17		ACTIVE		8/10/17						OTAT		OCTGT		Gillanders MD, William E		Neoantigen DNA Vaccine		Multiple products listed for IND 17596		Pancreatic Cancer		RH				G6		1								N								UFP		CELL AND GENE THERAPY

		17322		IND		3-Feb-17		ACTIVE		3/3/17						OTAT		OCTGT		Advaxis Inc		Live Attenuated Listeria monocytogenes Expressing Personalized Tumor Antigens		Live Attenuated Listeria monocytogenes Expressing Personalized Tumor Antigens		treatment of metastatic cancer		CM				G8		1								N								UFP		CELL AND GENE THERAPY

		17603		IND		17-Jul-17		ACTIVE		8/16/17						OTAT		OCTGT		Zarour MD, Hassane M		PD-1 responder (PD-1 R) derived Fecal Microbiota Transplantation (FMT) + Pembrolizumab		Multiple products listed for IND 17603		PD-1 resistant/ refractory advanced melanoma		RH						2								8								UFP		CELL AND GENE THERAPY

		17796		IND		25-Oct-17		HOLD		11/22/17		HOLD		11/22/17		OTAT		OCTGT		Shapiro MD, Shane A		Autologous Adipose-derived Stromal Vascular Fraction (SVF)		Autologous, uncultured adipose derived mononuclear cells		Aerodigestive Fistulae		RH						1								N								UFP		CELL AND GENE THERAPY

		17660		IND		11-Aug-17		ACTIVE		9/7/17						OTAT		OCTGT		Williams MD, David A		Autologous CD34+ cells transduced ex vivo with Lentivirus expressing BB694 LCD(-HS4) bGp D12G5 shmiR		No product listed for IND 17660		Treatment of autologous CD34+ cells ex vivo for the treatment of Sickle Cell Disease		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17679		IND		23-Aug-17		ACTIVE		9/22/17						OTAT		OCTGT		Williams MD, David A		Autologous CD34+ cells transduced ex vivo with the lentiviral vector rHIV-IL2RcoG2SCID (G2SCID)		Lentiviral vector clinical batch		treatment of x-linked severe combined immunodeficiency syndrome		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17800		IND		26-Oct-17		ACTIVE		11/24/17						OTAT		OCTGT		Capricor Inc		Allogeneic Unrelated, Cardiosphere-Derived Cells		Allogeneic Cardiopshre-Derived Cells (CDCs)		Duchenne Muscular Dystrophy		CM						2		S3						N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17439		IND		12-Apr-17		ACTIVE		5/12/17						OTAT		OCTGT		Transgene SA		Pexa-Vec (pexastimogene devacirepvec, JX-594) vaccinia virus engineered to express GM-CSF, and nivolumab, PD-1 receptor blocking antibody.		Vaccina/GM-CSF Virus Expressing GM-CSF Gene		Treatment of hepatocellular carcinoma		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17633		IND		28-Jul-17		ACTIVE		7/28/17						OTAT		OCTGT		Rudnick MD, Jeremy		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		utologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use - Treatment of glioblastoma in 3 patients.		RH		EM						S4						N								UFP		CELL AND GENE THERAPY

		17851		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		National Cancer Institute		MVA-BN-Brachyury, M7824 (MSB001359C), ALT-803, and Epacadostat (INCB024360)		Multiple products listed for IND 17851		Metastatic Castration Resistant Prostate Cancer		CM				G5		1								8								UFP		CELL AND GENE THERAPY

		17764		IND		6-Nov-17		ACTIVE		12/6/17						OTAT		OCTGT		National Cancer Institute		Phase 1 Dose Escalation Study of CD19/CD22 Chimeric Antigen Receptor (CAR) T Cells in Children and Young Adults with Recurrent and Refractory CD19/CD22-expressing B Cell Malignancies.		No product listed for IND 17764		Recurrent or refractory, CD19/CD22-expressing, B cell acute lymphoblastic leukemia or lymphoma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17811		IND		20-Nov-17		ACTIVE		12/20/17						OTAT		OCTGT		National Cancer Institute		ETBX-071 (adenoviral PSA vaccine); ETBX-061 (adenoviral MUC1 vaccine); ETBX-051 (adenoviral brachyury vaccine)		No product listed for IND 17811		Metastatic Castration Resistant Prostate Cancer		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17676		IND		2-Oct-17		ACTIVE		11/1/17						OTAT		OCTGT		National Cancer Institute		Adenovirus Vector Type 5 Expressing CEA Gene; Adenovirus Vector Type 5 Expressing Muc1 Gene; and Adenovirus Vector Type 5 Expressing Brachyury Gene		No product listed for IND 17676		Advanced Cancer		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17628		IND		23-Oct-17		ACTIVE		11/21/17						OTAT		OCTGT		National Cancer Institute		Vaccinia Virus Vector (PROSTVAC-V), CV301 (MVA-BN-CV301) and MSB0011359C) Expressing PSA, CEA, MUC-1, LFA-3, B7.1, and ICAM-1		Multiple products listed for IND 17628		Biochemically Recurrent Prostate Cancer		CM				G5		2								6								UFP		CELL AND GENE THERAPY

		17712		IND		11-Sep-17		ACTIVE		10/11/17						OTAT		OCTGT		Inovio Pharmaceuticals Inc		DNA Plasmid Vectors pGXI 108 (encodes Prostate-specific Membrane Antigen (PSMA)), pGXl404 (encodes Wilms' tumor gene 1 (WT1) antigen)), pGXl434 (encodes Human Telomerase Reverse Transcriptase (hTERT))  and  DNA Plasmid Vectors pGX6001 ((IL-12) p35 and p40 subunit proteins))		Multiple products listed for IND 17712		Treatment of Bladder Cancer (Urothelial Cancer, UCa)		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17671		IND		8-Sep-17		ACTIVE		10/6/17						OTAT		OCTGT		Inovio Pharmaceuticals Inc		INO-5401 (DNA plasmids pGX1108, pGX1404, and pGX1434) and INO-9012 (DNA plasmid pGX6001) delivered by electroporation using CELLECTRA 2000 in combination with REGN2810 [Fully Human   Monoclonal Antibody to Programmed Death-1 (PD-1)]		No product listed for IND 17671		Treatment of Glioblastoma (GBM)		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17666		IND		31-Aug-17		ACTIVE		9/29/17						OTAT		OBRR		Grifols Therapeutics Inc		Immune Globulin (Human)		Immune Globulin (Human) Serum, Intravenous		Passive pre-exposure prophylaxis of HAV		CM						4								N								UFP		HEMATOLOGICS

		17637		IND		13-Nov-17		ACTIVE		12/13/17						OTAT		OCTGT		ReNeuron Group PLC		Allogeneic Human Neural Stem Cells (CTX0E03 DP) transduced with a retroviral vector expressing myc with ReNeuron-specific delivery device.		Multiple products listed for IND 17637		Treatment of patients with stable, moderate or moderately severe residual disability following an ischemic stroke		CM				G1		2								5								UFP		CELL AND GENE THERAPY

		17324		IND		17-Jan-17		ACTIVE		2/16/17						OTAT		OCTGT		Hare MD, Joshua M		Allogeneic Umbilical Cord Tissue derived Mesenchymal Stem Cells (UCMSCs) and Bone Marrow derived Human Mesenchymal Stem Cells (BMMSCs)		Multiple products listed for IND 17324		Cytokine suppression in patients with chronic inflammation due to Metabolic syndrome.		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		16897		IND		31-Jan-17		ACTIVE		4/11/17		HOLD		3/2/17		OTAT		OBRR		Green Cross Corp		Immune Globulin Intravenous (Human), 10% (GC 5107)		No product listed for IND 16897		For the treatment of primary humoral deficiency (PHID)		CM						3								N								UFP		HEMATOLOGICS

		17449		IND		14-Apr-17		ACTIVE		5/12/17						OTAT		OCTGT		Cairo MD, Mitchell S		Viral Specific Cytotoxic T-Cells		T-Cells, Allogeneic, Related Donor, EBV-Specific		Adenovrius, Epstein-Barr Virus, Cytomegalovirus		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17884		IND		14-Dec-17		ACTIVE		12/21/17						OTAT		OCTGT		Cairo MD, Mitchell S		Remestemcel-L, allogeneic Mesenchymal Stromal Cells		No product listed for IND 17884		Steroid Refractory Acute GVHD in a single patient		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17787		IND		20-Oct-17		ACTIVE		11/1/17						OTAT		OCTGT		Cairo MD, Mitchell S		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and Ex Vivo Expanded Mesenchymal Precursor Cells, Intravenous Infusion [Rexlemestrocel-L]		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and Ex Vivo Expanded Mesenchymal Precursor Cells, Intravenous Infusion		treatment of refractory junctional Epidermis Bullosa in a single patient		RH		SP				1		S3						N								UFP		CELL AND GENE THERAPY

		17400		IND		23-Mar-17		ACTIVE		4/22/17						OTAT		OCTGT		Bluebird Bio Inc		Autologous T Lymphocyte-enriched Cells Tranduced with Lentiviral Vector Encoding a Chimeric Antigen Receptor Targeting B Cell Maturation Antigen (anti-BCMA02 CAR); Cultured with a Phosphatidylinositol 3-kinase Inhibitor		No product listed for IND 17400		Treatment of multiple myeloma and lymphoma		CM				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17522		IND		1-Jun-17		ACTIVE		7/1/17						OTAT		OCTGT		Block MD PhD, Matthew S		Autologous Dendritic Cells derived from PBMC pulsed with Prevnar (Pneumococcal 13-valent Conjugate Vaccine [(Diphtheria CRM197 Protein),Pembrolizumab [MK-3475 (anti-PD-1 antibody), [Keytruda], following Cryoablation Therapy		Autologous Dendritic Cells derived from PBMC		Immunotherapy for metastatic unresectable melanoma		RH						2		S4						N								UFP		CELL AND GENE THERAPY

		17815		IND		7-Nov-17		ACTIVE		12/7/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Autologous Natural Killer T cells transduced with a retroviral vector expressing GD2-specific chimeric antigen receptor and interleukin-15 (GD2.CAR NKT cells)		No product listed for IND 17815		Relapsed and Refractory Neuroblastoma		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17588		IND		5-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Tumor-Associated Antigen (TAA)-Specific Cytotoxic T Lymphocytes (CTLs) (TACTOPS)		No product listed for IND 17588		Treatment of pancreatic cancer patients with metastatic or locally advanced unresectable or resectable disease		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17586		IND		5-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Tumor-Associated Antigen (TAA)-Specific Cytotoxic T Lymphocytes (CTLs)		No product listed for IND 17586		Treatment of breast cancer patients with metastatic or locally recurrent unresectable disease as measured by clinical benefit rate according to RECIST criteria		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17461		IND		25-Apr-17		ACTIVE		5/25/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Autologous T-Cells Transduced with Retroviral Vectors Expressing a second Generation Chimeric Antigen Receptor CD5.CAR		No product listed for IND 17461		Relapsed/refractory CD5+ T cell malignancies		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17391		IND		20-Mar-17		ACTIVE		4/19/17						OTAT		OBRR		CSL Behring LLC		C1 Esterase Inhibitor (Human)		C1 Esterase Inhibitor, Human		Chronic treatment of refractory antibody mediated rejection (AMR) in adult kidney transplant recipients in combination with i.v. immunoglobulin containing regimens		CM						3								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17335		IND		1-Feb-17		ACTIVE		3/3/17						OTAT		OCTGT		Borrello MD, Ivan		Lenalidomide with or without Allogeneic Myeloma GM-CSF Vaccine (Irradiated H929, U266 and K562/GM-CSF cells)		Multiple products listed for IND 17335		Treatment of Multiple Myeloma		RH						2		S4						N								UFP		CELL AND GENE THERAPY

		17589		IND		6-Jul-17		WITHDRAWN		10/4/17						OTAT		OCTGT		The Methodist Hospital Research Institute		Autologous adipose-derived mesenchymal stem cells		Autologous adipose-derived mesenchymal stem cells		Treatment of Autoimmune Thromocytopenia Purpura and Hemolytic Uremic Syndrome in a Single Patient		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17690		IND		28-Aug-17		ACTIVE		9/27/17						OTAT		OCTGT		Childs MD, Richard W		Autologous enriched T cells (CD8+/CD34+) Transduced with Retroviral Vector (HERV-E TCR CD34t 7G1) Expressing HERV-E T cell Receptor Gene		No product listed for IND 17690		Clear cell Renal Cell Carcinoma		RH				G4										N								UFP		CELL AND GENE THERAPY

		17348		IND		7-Feb-17		ACTIVE		3/9/17						OTAT		OCTGT		Childs MD, Richard W		Allogeneic Cord Blood-derived Ex Vivo Expanded with or without Allogeneic Haploidentical Donor Co-transplantation		Multiple products listed for IND 17348		Severe Aplastic Anemia (SAA) and Myelodysplastic Syndrome (MDS)		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17685		IND		25-Aug-17		ACTIVE		9/14/17						OTAT		OCTGT		Bota MD PhD, Daniela A		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		SINGLE PATIENT USE: Treatment for Glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17504		IND		1-Jun-17		ACTIVE		6/30/17						OTAT		OCTGT		Govindan MD, Ramaswamy		Pilot Feasibility Study of the Combination of a Personalized Therapeutic Anti-tumor Vaccine with Pembrolizumab		Multiple products listed for IND 17504		Non-Small Cell Lung Cancer		RH						1								N								UFP		CELL AND GENE THERAPY

		17748		IND		1-Dec-17		ACTIVE		12/29/17						OTAT		OCTGT		Juno Therapeutics Inc		Autologous CD4+ and CD8+ T Cells (JCARH125) Transduced with Replication-Incompetent, Self-Inactivating (SIN) Lentiviral Vector(v20008) encoding Chimeric Antigen Receptor (CAR-T) and B-Cell Maturation Antigen (BCMA)		Autologous CD4+ and CD8+ T cells Transduced with Self-Inactivating (SIN) Lentiviral Vector (v20008) Expressing CD19-specific Chimeric Antigen Receptor (CAR) (JCAR0125)		Immunotherapy for relapsed or refractory multiple myeloma		CM				G1		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17444		IND		12-Apr-17		ACTIVE		5/12/17						OTAT		OCTGT		Mueller MD PhD, Sabine		Modified Measles virus MV-NIS		Human Thyroidal Sodium-Iodide Symporter Gene (Measles Virus Vector) MV-NIS		Multiply recurrent medulloblastoma single patient expanded access		RH		SP		G5										N								UFP		CELL AND GENE THERAPY

		17678		IND		23-Aug-17		ACTIVE		12/13/17		HOLD		9/22/17		OTAT		OCTGT		Bleakley MD PhD, Marie		Allogenic CD8+ and CD4+ Memory T Cells Transduced with a Lentiviral Vector (LV; pRRLSIN) Containing iC9-HA1 TCR2-RQR-CD8 transgene to Express an HA-1-Specific T cell Receptor		Multiple products listed for IND 17678		Patients with persistent or recurrent acute leukemia undergoing or following HCT		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17576		IND		28-Jun-17		ACTIVE		6/28/17						OTAT		OCTGT		Levy MD PhD, Michael L		Allogeneic-Unrelated Bone Marrow Derived Mesenchymal Stem Cells		No product listed for IND 17576		Emergency - Treatment of COPD				EM

		17584		IND		3-Jul-17		ACTIVE		12/15/17		HOLD		8/2/17		OTAT		OCTGT		Wake Forest Institute for Regenerative Medicine		Autologous corporal smooth muscle cells (SMC) and endothelia cells(EC) seeded on decellularized corpora cavernose.		Multiple products listed for IND 17584		Repair or replace irreversibly damaged penile corpora		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17583		IND		3-Jul-17		HOLD		8/2/17		HOLD		8/2/17		OTAT		OCTGT		Wake Forest Institute for Regenerative Medicine		Autologous Urothelial Cells (UC) and Smooth Muscle Cells (SMC) Seeded on a Polyglycolic Acid (PGA) Bladder Shaped Scaffold		Multiple products listed for IND 17583		Subjects with Fibrotic Contracted Bladder		RH						2		S5						5								UFP		CELL AND GENE THERAPY

		17562		IND		22-Jun-17		ACTIVE		9/20/17		HOLD		7/21/17		OTAT		OCTGT		Bollard MD, Catherine		Autologous ex vivo expanded HIV-1 specific T-cells (HST-NEETs)		No product listed for IND 17562		Therapy in HIV-infected individuals suppressed on antiretroviral therapy (ART)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17762		IND		5-Oct-17		ACTIVE		10/11/17						OTAT		OCTGT		Kiromic Inc		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor, Tumor Necrosis Factor-alpha, Interleukin-1beta, Pulsed with Tumor Antigens and Followed by Low Dose Interleukin-2		Multiple products listed for IND 17762		Hematological malignancies		CM						1								N								UFP		CELL AND GENE THERAPY

		17669		IND		25-Aug-17		ACTIVE		9/24/17						OTAT		OBRR		Cambium Medical Technologies LLC		Fibrinogen-Depleted Human Platelet Lysate		Multiple products listed for IND 17669		Dry Eye Secondary to Graft vs. Host Disease		CM						1								N								UFP		HEMATOLOGICS

		17482		IND		5-May-17		EXEMPT		5/16/17						OTAT		OCTGT		Ramsingh MD, Giridharan		HLA-mismatched allogeneic cellular therapy (Microtransplantation)		No product listed for IND 17482		Intermediate-Risk Acute Myeloid Leukemia <60 years		RH						2								N								UFP		CELL AND GENE THERAPY

		17619		IND		4-Aug-17		ACTIVE		9/1/17						OTAT		OCTGT		Kite Pharma Inc		Autologous Anti-BCMA CAR TCells, transduced with a self-inactivating (SIN) lentiviral vector encoding an anti-B-cell maturation antigen (BCMA) CD28/CD3-zeta chimeric antigen receptor (KITE-585)		autologous T cells genetically modified ex vivo to express a chimeric antigen receptor (CAR) that specifically recognizes B-cell maturation antigen (KITE-585)		For the treatment of patients with relapsed/refractory multiple myeloma (RRMM)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17647		IND		7-Aug-17		ACTIVE		9/6/17						OTAT		OCTGT		Wen MD, Patrick		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use -Immunotherapy for glioblastoma multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17523		IND		5-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Baxalta US Inc		Adeno-Associated Virus 8 Vector (AAV8) expressing codon optimized human B-domain deleted Factor VIII [BAX 888]		recombinant adeno-associated virus (AAV) vector containing a single-stranded DNA of a B-domain-deleted human factor VIII (BDD-FVIIIopt) cDNA		Treatment of hemophilia A		CM				G5		1								1								UFP		CELL AND GENE THERAPY

		17857		IND		24-Nov-17		ACTIVE		12/22/17						OTAT		OCTGT		Seattle Children's Research Institute		Autologous T cells Selected with CliniMACS CD8 and CD4 reagent systems Transduced with A Self-Inactivating Lentiviral Vector Expressing HER-2-specific Chimeric Antigen Receptor and truncated EGF Receptor		No product listed for IND 17857		Treatment of Her2 positive  recurrent/refractory pediatric brain tumors.		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17723		IND		18-Sep-17		ACTIVE		10/18/17						OTAT		OCTGT		Seattle Children's Research Institute		Defined Composition CD4 and CD8 T Cells Lentivirally Transduced to Express a Second Generation 4-1BB:zeta CD22 CAR-EGFRt and a Second Generation 4-1BB:zeta CD19 CAR-Her2tG		No product listed for IND 17723		CD19+CD22+ Leukemia and lymphoma		RH				G1										N								UFP		CELL AND GENE THERAPY

		17476		IND		2-May-17		ACTIVE		6/1/17						OTAT		OCTGT		Seattle Children's Research Institute		Defined composition CD4 and CD8 T Cells Lentivirally Transduced to Express a Second Generation 4-1BB:zeta CD22 CAR and EGFRt		Definied Composition CD4 and CD8 T Cells Lentivirally Transduced to Express 2nd gen 4-1BB:zeta CD22 CAR and EGFRt		CD22+ Malignancies		RH				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17323		IND		17-Jan-17		ACTIVE		4/4/17		HOLD		3/10/17		OTAT		OCTGT		Seattle Children's Research Institute		Autologous CD4 and CD8 T Cells Transduced to Express a Truncated CD19 (CD19t) Transgene		Autologous CD4+ and CD8+ T Cells Transduced with Self-Inactivating Lentiviral Vector to Expressing a CD19-Truncated Protein (T-APC); Cultured with IL-2, IL-7 and IL-15		Treatment of patients with CD19+ Malignancies		RH				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17427		IND		4-Apr-17		ACTIVE		9/7/17		HOLD		7/24/17		OTAT		OCTGT		Boston Biomedical Inc		DSP 7888 Dosing Emulsion [DSP - 7888 K (killer Peptide) + DSP - 7888 H (Helper Peptide) derived from WT1 protein] + Montanide		DSP-7888		Recurrent or Progressive Glioblastoma following Initial Therapy		CM						1								N								UFP		CELL AND GENE THERAPY

		17593		IND		11-Jul-17		ACTIVE		9/20/17		HOLD		7/24/17		OTAT		OCTGT		Boston Biomedical Inc		DSP 7888 Dosing Emulsion [DSP - 7888 K (killer Peptide) + DSP - 7888 H (Helper Peptide) derived from WT1 protein] + Montanide in combination with Immune Checkpoint Inhibitors Nivolumab or Atezolizumab		Multiple products listed for IND 17593		Advanced Solid Tumors		CM						1								N								UFP		CELL AND GENE THERAPY

		17861		IND		18-Dec-17		PENDING		12/18/17						OTAT		OCTGT		Moderna Therapeutics Inc		mRNA (CX-012908) Expressing KRAS Mutations (G12C, C12V, G12D, and G13D) and mRNA(CX-012871) Expressing Transmembrane Protein 173 (TMEM173); in a Lipid Nanoparticle; and Pembrolizumab		No product listed for IND 17861		Solid tumors harboring KRAS mutations		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17390		IND		12-May-17		ACTIVE		6/11/17						OTAT		OCTGT		Moderna Therapeutics Inc		mRNA-4157, an mRNA-based personalized cancer vaccine		mRNA		treatment of patients with solid tumors		CM				G6		1								6								UFP		CELL AND GENE THERAPY

		17843		IND		20-Dec-17		PENDING		12/20/17						OTAT		OCTGT		Voyager Therapeutics		Adeno-Associated Virus Serotype 2 (VY-AADC02) Expressing Human Aromatic L-Amino Decarboxylase		No product listed for IND 17843		treatment of Parkinson's Disease		CM				G5		2				FR				N								UFP		CELL AND GENE THERAPY

		17830		IND		30-Nov-17		HOLD		12/29/17		HOLD		12/29/17		OTAT		OBRR		Inhibrx 101 LP		Human Alpha-1 Antitrypsin IgG4 Fc Fusion Protein		No product listed for IND 17830		Chronic Augmentation and Maintenance Therapy in Adults with Emphysema due to Congenital Deficiency of A1PI, also known as Alpha-1 Antitrypsin Deficiency (AATD)		CM						1								N								UFP		HEMATOLOGICS

		17636		IND		28-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Kumar Monga MD, Varun Vijay		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use: Immunotherapy for primary glioblastoma multiforme; Compassionate Use		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17571		IND		17-Jul-17		ACTIVE		8/16/17						OTAT		OCTGT		Unum Therapeutics Inc		Autologous T-cells Transduced with Retroviral Vector Expressing Antibody-coupled T-cell Receptors CD16V-41BB-CD3zeta; and a non-fucosylated IgG1 subclass monoclonal antibody targeting BCMA (SEA-BCMA)		Multiple products listed for IND 17571		Treatment of relapsed or refractory multiple myeloma		CM				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17446		IND		27-Apr-17		ACTIVE		5/26/17						OTAT		OCTGT		Unum Therapeutics Inc		1) ACTR707, autologous T cells expressing antibody-coupled T cell receptor (ACTR; CD16V-CD28-CD3?), administered by IV infusion& 2) Rituximab, a CD20-directed cytolytic antibody, administered by IV infusion		ACTR707; ACTR T-cell product; autologous T cells expressing antibody-coupled T-cell receptors (ACTR; CD16V-CD28-CD3zeta)		Treatment of relapsed or refractory CD20+ B cell lymphoma in combination with rituximab		CM				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17318		IND		11-Jan-17		WITHDRAWN		2/7/17						OTAT		OBRR		Protease Pharmaceuticals Inc		Recombinant Alpha-1 antitrypsin: Pulmaris		Recombinant Alpha-1 Proteinase Inhibitor expressed in yeast		Infusion Therapy for A1AD		CM						1								N								UFP		HEMATOLOGICS

		17878		IND		13-Dec-17		PENDING		12/13/17						OTAT		OBRR		Levine MD, John E		Alpha-1-antitrypsin (AAT, Alpha-1-Proteinase Inhibitor, A1P1) Glassia (Kamada)		Alpha-1-antitrypsin		Pre-Emption of Steroid-Refractory Acute GVHD		RH						1								N								UFP		HEMATOLOGICS

		17658		IND		30-Aug-17		ACTIVE		9/29/17						OTAT		OCTGT		Sangamo Therapeutics		Autologous Hematopoietic Stem and Progenitor Cells (HSPC) Transfected with mRNA Modified by CD34+ using Zinc Finger Nuclease (ZFN)		Multiple products listed for IND 17658		Treatment of beta-thalassemia		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17695		IND		12-Sep-17		PARTIAL HOLD		10/12/17		PARTIAL HOLD		10/12/17		OTAT		OCTGT		Solid Biosciences LLC		Adeno-Associated Virus Vector Serotype 9 (rAAV9) with a 5-repeat human microdystrophin expression cassette (h-micro D5) under control of a synthetic muscle-specific regulatory cassette (CK8), derived from the human muscle creatine kinase promoter and enhancer expressing functional microdystropin in muscle tissue; (rAA V9-CK8-h micro D5) /SGT-001		No product listed for IND 17695		For the treatment of Duchenne Muscular Dystrophy		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17475		IND		11-Aug-17		ACTIVE		9/10/17						OTAT		OBRR		Bio Products Laboratory Limited		Human Rabies Immuno Globulin (HRIG)		Human Rabies Immune Globulin (HRIG)		Post-exposure prophylaxis of rabies infection in persons after exposure to scratches, bites or other injuries including mucous membrane contamination with infectious tissue, such as saliva, caused by a rabid animal.		CM						3								N								UFP		HEMATOLOGICS

		17434		IND		6-Apr-17		ACTIVE		4/12/17						OTAT		OCTGT		Peereboom MD, David		SL-701		No product listed for IND 17434		Treatment of Gioblastoma		RH		SP												N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17436		IND		6-Apr-17		ACTIVE		5/5/17						OTAT		OCTGT		Bachanova MD PhD, Veronika		HLA-haploidentical or HLA-mismatched related donor nicotinamide expanded-natural killer (NAM-NK) cell based therapy		Peripheral blood mononuclear cells (PBMC)		Relapsed/Refractory Multiple Myleoma and Relapsed/Refractory CD20-positive non-Hodgkin Lymphoma		RH						1		S4						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17713		IND		18-Oct-17		ACTIVE		11/17/17						OTAT		OCTGT		SillaJen Biotherapeutics		Vaccinia/GM-CSF Virus (human, recombinant, monkey, DynCorp) Expressing GM-CSF Gene Administered in Combination with PD1 Inhibitor; Administered intravenous or intratumoral		Vaccina/GM-CSF Virus Expressing GM-CSF Gene		Metastatic or Unresectable Renal Cell Carcinoma (RCC)		CM						1								N								UFP		CELL AND GENE THERAPY

		17180		IND		9-Jan-17		WITHDRAWN		2/1/17						OTAT		OBRR		Biotest AG		Immune Globulin Intravenous (Human), 10% Liquid ([IgG Next Generation (BT595)]		Immune Globulin Intravenous (Human), 10% Liquid, IgG Next Generation (BT595)		Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)		CM						3								N								UFP		HEMATOLOGICS

		17520		IND		13-Jun-17		ACTIVE		7/13/17						OTAT		OBRR		Biotest AG		Immune Globulin Intravenous (Human), 10% Liquid; IgG Next Generation (BT595)		Immune Globulin Intravenous (Human), 10% Liquid; IgG Next Generation (BT595)		Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)		CM						3								N								UFP		HEMATOLOGICS

		17696		IND		17-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		Atara Biotherapeutics Inc		ATA188 or allogeneic latency-2 EBV-targeted cytotoxic T lymphocytes  (allogeneic L2-EBV-CTLs)		No product listed for IND 17696		Multiple Sclerosis		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17393		IND		6-Mar-17		ACTIVE		3/6/17						OTAT		OCTGT		Atara Biotherapeutics Inc		Allogeneic Cytomegalovirus (CMV-pp65)-Specific T Cells Derived from Hematopoietic Stem Cell Donor PBMC, Stimulated with CMV-pp65-Loaded Donor-Derived Dendritic Cells or CMV-pp65-Loaded Donor-Derived EBV-Transformed B-Lymphoblastoid Cell Lines and Cultured ex vivo with  Interleukin-2 (Chiron)		Multiple products listed for IND 17393		Emergency - treatment of CMV retinitis		RH		EM						S5						N								UFP		CELL AND GENE THERAPY

		17269		IND		1-Feb-17		ACTIVE		3/3/17						OTAT		OCTGT		Institut de Recherches Internationales Servier		UCART19-S68587		UCART 19/S 68587		Relapsed/Refractory B-cell Acute Lymphoblastic Leukemia		CM				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17546		IND		30-Jun-17		ACTIVE		7/28/17						OTAT		OCTGT		Ultimovacs AS		Human telomerase reverse transcriptase subunit (hTERT) Synthetic Peptides (UV1); and GM-CSF		Three synthetic peptides, one (30-mer (P719-20)) and two (15-mer (P728 and P725)		Treatment of malignant melanoma		CM						1								8								UFP		CELL AND GENE THERAPY

		17812		IND		15-Nov-17		PARTIAL HOLD		12/15/17		PARTIAL HOLD		12/15/17		OTAT		OCTGT		REGENXBIO Inc		Recombinant adeno-associated virus serotype 9 (AAV9) expressing human iduronate-2-sulfatase expression cassette; (AAV9.CB7.hIDS) [RGX-121 ]		Recombinant adeno-associated virus serotype 9 expressing human iduronate-2-sulfatase expression cassette		Treatment of Mucopolysaccharidosis Type II (MPS II)		CM				G5		1				FR				N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17565		IND		6-Jul-17		PARTIAL HOLD		8/4/17		PARTIAL HOLD		8/4/17		OTAT		OCTGT		REGENXBIO Inc		Adeno-associated Virus Serotype 9 Capsid Containing Human Iduronidase Expression Cassette		Multiple products listed for IND 17565		Treatment of Mucopolysaccharidosis type I (MPS I)		CM				G5		1								N		ORPHAN DESIGNATION		RARE PEDIATRIC DISEASE				UFP		CELL AND GENE THERAPY

		17280		IND		6-Jan-17		ACTIVE		2/3/17						OTAT		OCTGT		REGENXBIO Inc		Adeno-Associated Virus (AAV) Serotype 8, Expressing anti-Vascular Endothelial Growth Factor (VEGF) Antigen-Binding Factor (Fab) (RGX-314  )		Recombinant adeno-associated virus serotype 8; expressing anti-vascular endothelial growth factor (VEGF) antibody fragment [Antigen-Binding Factor (Fab) (RGX-314)]		Treatment of neovascular (wet) age-related macular degeneration (nAMD)		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17320		IND		31-Jan-17		WITHDRAWN		3/2/17						OTAT		OCTGT		REGENXBIO Inc		Recombinant adeno-associated virus (rAAV) serotype 9, expressing human iduronidase (hIDUA) (RGX-111)		adeno-associated virus (rAAV) serotype 9 (AAV9.CB7.hIDUA (RGX-111) expressing human iduronidase		Treatment of Mucopolysaccharidosis Type I (MPS I)		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17413		IND		21-Mar-17		WITHDRAWN		8/8/17						OTAT		OCTGT		Nemecek MD, Eneida		Remestemcel-L		Ex vivo Expanded Mesenchymal Precursor Cells, Allogeneic		Emergency - Yes, treatment of steroid resistant GVHD		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17591		IND		5-Jul-17		ACTIVE		7/18/17						OTAT		OCTGT		Gabrail Cancer Center Research LLC		Live, Attenuated Listeria Monocytogenes Bacteria, Expressing Human Papilloma Virus Type 16 E7 Tumor Antigen Linked to Listeriolysin O Protein (Lm-LLO-E7)		No product listed for IND 17591		Advanced cervical cancer		RH		EM		G8										N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17491		IND		17-May-17		ACTIVE		6/16/17						OTAT		OCTGT		Innate Immunotherapeutics Ltd		MIS416 (Bacteria derived microparticles (Propionibacterium acnes) containing muramyl dipeptidesand nucleic acid fragments)		Multiple products listed for IND 17491		Treatment of Secondary Progressive Multiple Sclerosis		CM				G8		2								N								UFP		CELL AND GENE THERAPY

		17665		IND		14-Aug-17		ACTIVE		9/13/17						OTAT		OCTGT		Aregawi MD, Dawit		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		SINGLE PATIENT USE: Treatment for Glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17668		IND		15-Aug-17		ACTIVE		9/25/17		HOLD		9/14/17		OTAT		OCTGT		Merrell MD, Ryan T		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Expanded Accesas Use: Treatment for primary glioblastoma		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17765		IND		11-Oct-17		ACTIVE		11/9/17						OTAT		OCTGT		Lineberger Comprehensive Cancer Center		Autologous Peripheral Blood Mononuclear Cells Activated with anti-CD3 and anti-CD28, Transduced with Retroviral Vector (SFG.CAR.CD138hCD8a.4-1BBz) Expressing CD138 Chimeric Antigen Receptor (CAR138 T-cells)		Multiple products listed for IND 17765		Treatment of Multiple Myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17835		IND		15-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		Lineberger Comprehensive Cancer Center		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec]; Nivolumab (OPDIVO; BMS-936668; MDX1106; ONO-4538)		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Immunotherapy for malignant pleural effusion		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17744		IND		27-Oct-17		ACTIVE		11/21/17						OTAT		OCTGT		Eureka Therapeutics Inc		Autologous T cells transduced with lentiviral vector expressing ARTEMIS Chimeric Antigen Receptor Targeting CD19		No product listed for IND 17744		relapsed/refractory CD19+ Non-Hodgkin's lymphoma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17886		IND		16-Dec-17		ACTIVE		12/16/17						OTAT		OCTGT		Salzverg, Dana		tisagenlecleucel		No product listed for IND 17886		Emergency - commercial product did not meet release criteria for mycoplasma		RH		EM		G4										N								UFP		CELL AND GENE THERAPY

		17307		IND		3-Jan-17		ACTIVE		11/2/17		HOLD		8/31/17		OTAT		OCTGT		Cellectis SA		Allogeneic, Non-Allo-Reactive (TCR and RQR8 edited by TALEN) T-cells Transduced with a Lentiviral Vector Expressing an Anti-CD123 CAR CAR+TCR??-		Multiple products listed for IND 17307		Acute Myeloid Leukemia		CM				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17464		IND		10-May-17		ACTIVE		6/9/17						OTAT		OBRR		Bioverativ Therapeutics Inc		BIVV001 (rFVIIIFc-VWF-XTEN)/Treatment of hemophilia A		rFVIIIFc-VWF-XTEN  (BIVV001)		Treatment of Hemophilia A		CM						1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17270		IND		12-Jan-17		ACTIVE		4/27/17		HOLD		2/10/17		OTAT		OCTGT		ViaCyte Inc		Allogeneic human embryonic stem cells (CyT49) differentiated and expanded to pancreatic endoderm progenitor cell aggregates (PEC-01) and encapsulated in perforated device (PD20 and PD300)		Multiple products listed for IND 17270		Type 1 Diabetes Mellitus and Hypoglycemia Unawareness		CM						1		S3						5						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17630		IND		26-Jul-17		ACTIVE		7/26/17						OTAT		OCTGT		Elist, James J		PAN-301-1 (HAAH Bacteriophage Nanoparticle Vaccine, HAAH-1 )		No product listed for IND 17630		Emergency - Treatment of metastatic ovarian cancer in a single patient.		RH		EM		G8										N								UFP		CELL AND GENE THERAPY

		17366		IND		16-Feb-17		ACTIVE		2/16/17						OTAT		OCTGT		Flake, Alan W		CD34 cells isolated by CliniMACS		Peripheral blood stem cells		Emergency -  to treat X-linked Hyper IGM Syndrome		RH		EM						S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17456		IND		21-Apr-17		ACTIVE		5/21/17						OTAT		OCTGT		Jacobs MD, Joshua S		Subcutaneous Berinert at 60 units per Kg		C1 inhibitor		Subcutaneous administration of human plasma-derived C1-esterase inhibitor in the prophylactic treatment of hereditary angioedema.		RH		TR												N								UFP		HEMATOLOGICS

		17776		IND		13-Nov-17		ACTIVE		12/13/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, avelumab, and aldoxorubicin hydrochloride		Multiple products listed for IND 17776		Pancreatic Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17538		IND		15-Jun-17		ACTIVE		7/15/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic NKCells (NK-92) Transformed with CD16.158V and Intracellular ER IL-2; Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin), Yeast Vectors Expressing Antigens (Mutant Ras, Brachyury, CEA), IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NAb-Paclitaxel, Bevacizumab, Avelumab, Rituximab		Multiple products listed for IND 17538		triple negative breast cancer (TNBC)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17537		IND		14-Jun-17		ACTIVE		7/14/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92), Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin), Yeast Vectors Expressing Antigens (CEA, Brachyury), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NaB-Paclitaxel, Bevacizumab, and Avelumab		Multiple products listed for IND 17537		Indication: Melanoma		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17536		IND		13-Jun-17		ACTIVE		7/13/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Vectors Expressing Antigens (Brachyury, Mucin), Brachyury Yeast Vaccine (GI-6301) and IL-15 (ALT-803) in Combination with Cyclophosphamide, Cisplatin, Capecitabine, Fluorouricil, Leucovorin, nAb-Naclitaxel, Bevacizumab, Avelumab, and Omega-3-Acid Ethyl Esters.		Multiple products listed for IND 17536		Indication: Merkel Cell Carcinoma (MCC)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17709		IND		22-Sep-17		ACTIVE		10/20/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, and avelumab		Multiple products listed for IND 17709		Pancreatic cancer		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17545		IND		16-Jun-17		ACTIVE		7/14/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (CD16.158V and ER IL-2), Adenovirus (Expressing HER2, Brachyury, Mucin), Yeast Vector (Expressing Ras, Brachyury), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NAb-Paclitaxel, Bevacizumab, and Avelumab		Multiple products listed for IND 17545		Ovarian Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17794		IND		8-Dec-17		PENDING		12/8/17						OTAT		OCTGT		NantKwest Inc		NK-92/5.28.z (HER2.taNK), Allegeneic clonal cell line generated from NK-92 cell line expressing a second generation chimeric antigen receptor (CAR), administered by intravenous (IV) infusion.		No product listed for IND 17794		Metastatic or Locally Advanced HER2-positive Solid Tumors		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17701		IND		21-Nov-17		ACTIVE		12/21/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92) transformed with high affinity CD16 and intracellular IL-2, Adenovirus vectors expressing antigens (CEA, brachyury, mucin, HER2), yeast vectors expressing antigens (mutant Ras, brachyury, CEA), IL-15 (ALT-803), and Aldoxorubicin HCL in combination with low dose chemotherapy, radiation, and antibody treatments		Multiple products listed for IND 17701		Treatment of squamous cell carcinoma		CM				G4		1								6								UFP		CELL AND GENE THERAPY

		17700		IND		21-Nov-17		ACTIVE		12/20/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92) transformed with high affinity CD16 and intracellular IL-2, Adenovirus vectors expressing antigens (brachyury, CEA, mucin), yeast vector expressing cancer antigens (CEA, brachyury, mutated RAS), IL-15 (ALT-803), and Aldoxorubicin HCl in combination with chemotherapy, radiation, and antibody treatments.		No product listed for IND 17700		Triple Negative Breast Cancer (TNBC).		CM				G1		1								6								UFP		CELL AND GENE THERAPY

		17535		IND		12-Jun-17		ACTIVE		7/12/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin, HER2), Yeast Vectors Expressing Antigens (Mutant Ras, Brachyury, CEA), and IL-15 (ALT-803) in Combination with Chemotherapy, Radiation, and Antibody Treatments.		Multiple products listed for IND 17535		Head and neck squamous cell carcinoma (HNSCC)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17534		IND		9-Jun-17		ACTIVE		7/7/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Expressing Mucin (Ad5 [E1-E2b]-muc1), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, Nab-paclitaxel, Bevacizumab, Avelumab, Rituximab, and Omega-3-Acid Ethyl Esters.		Multiple products listed for IND 17534		non-Hodgkin lymphoma		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17394		IND		17-Mar-17		ACTIVE		4/16/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, and avelumab		Multiple products listed for IND 17394		Metastatic pancreatic adenocarcinoma		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17550		IND		15-Jun-17		ACTIVE		8/11/17		HOLD		7/13/17		OTAT		OCTGT		Murphy MD, Steven		Allogeneic Human Stem Cells		No product listed for IND 17550		Single patient treatment of Neuropathy and ALS.		RH		SP												N								UFP		CELL AND GENE THERAPY

		17575		IND		28-Jun-17		ACTIVE		7/27/17						OTAT		OCTGT		Carella DO, Beth		CD3+/CD19+ Depleted T-Cells Collected on the CliniMACS Device		Multiple products listed for IND 17575		Sickle Cell with Vasoocclusive Episodes and acute chest syndrome in a single patient		RH		SP						S1						5								UFP		CELL AND GENE THERAPY

		17781		IND		3-Nov-17		ACTIVE		12/3/17						OTAT		OBRR		Emergent BioSolutions Canada Inc.		ZIKV-IG (Anti-Zika Immune Globulin (Human))		Anti-Zika Immune Globilin		Prophylaxis of Zika virus in at-risk populations, including women of child-bearing potential and pregnant women.		CM						1				FR				N								UFP		HEMATOLOGICS

		17627		IND		24-Aug-17		ACTIVE		9/23/17						OTAT		OBRR		Emergent BioSolutions Canada Inc.		Anti-Influenza Immune Globulin Intravenous (Human)(FLU-IGIV )		Human Anti-Influenza Immune Globulin (FLU-IG)		Treatment of serious influenza infection in hospitalized patients		CM						2								N								UFP		HEMATOLOGICS

		17489		IND		1-Jun-17		ACTIVE		6/30/17						OTAT		OCTGT		Creelan MD, Ben		Nivolumab and Tumor Infiltrating Lymphocytes (TIL) Vaccine		Multiple products listed for IND 17489		Treatment of patients with Advanced non-small cell lung cancer		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17498		IND		1-Jun-17		ACTIVE		6/29/17						OTAT		OCTGT		Q Therapeutics, Inc		Allogeneic Human Fetal-derived Glial Restricted Progenitor Cells		Multiple products listed for IND 17498		For the treatment of patients with Transverse Myelitis		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17493		IND		12-May-17		ACTIVE		6/2/17						OTAT		OCTGT		LaRocca MD, Renato V		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells,		Single Patient Use: Immunotherapy for glioblastoma multiforme (GBM)		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17525		IND		1-Jun-17		ACTIVE		6/30/17						OTAT		OCTGT		Carvajal MD, Richard		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Granulocyte-Macrophage Colony-Stimulating Factor, Matured with BCG and Interferon-gamma, (DCVax-Direct); Administered Intratumoral		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use: Immunotherapy for metastatic ovarian cancer		RH		SP				1		S4						N								UFP		CELL AND GENE THERAPY

		17652		IND		8-Aug-17		ACTIVE		9/7/17						OTAT		OCTGT		EpicentRx, Inc		Adenovirus Type 5 (Serotype 5) (PSV1) Expressing the dl309 Strain Containing a Deletion in the E3 RIDalpha, RIDbeta, and 14.7k genes and the E1b-19k Gene		Personalized Ad5 vector (PSV-1) with concatemers of patient-specific antigens, deletion in the  Pea3E and  E2f1 promoter.		Sigmoid Colon Cancer with Metachronous Hepatic Metastases		RH		SP		G5										N								UFP		CELL AND GENE THERAPY

		17873		IND		11-Dec-17		PENDING		12/11/17						OTAT		OCTGT		EpicentRx, Inc		Single Patient-Specific Adenoviral Vaccine (PSV-2), Adenovirus Type 5 with Deletions of Pea3 and E2f Binding Sites, and Anti-Apoptotic E1B-19K Region Replaced with Patient's Tumor Specific Peptide		Single Patient-Specific Adenoviral Vaccine (PSV-2), Adenovirus Type 5 with Patient's Tumor Specific Peptide		nonfunctional metastatic neuroendocrine disease of the pancreas in a single patient		CM		SP		G1		1								N								UFP		CELL AND GENE THERAPY

		17729		IND		20-Sep-17		ACTIVE		10/20/17						OTAT		OCTGT		Stupp, Roger		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use: Treatment for Glioblastoma		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17445		IND		12-May-17		WITHDRAWN		6/13/17						OTAT		OCTGT		Cellscript LLC		RNA-based and/or Cell-based Autologous Therapy		No product listed for IND 17445		Cancers		CM						1								N								UFP		CELL AND GENE THERAPY

		17617		IND		19-Jul-17		ACTIVE		8/17/17						OTAT		OCTGT		Gregory MD, Kenton W		Autologous Bone Marrow Mononuclear Cells		Bone Marrow Mononuclear Cells; Autologous		Treatment lower extremity compartment syndrome		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17694		IND		30-Aug-17		ACTIVE		12/22/17		HOLD		9/29/17		OTAT		OCTGT		Merin MD PhD, Noah		Haploidentical Stem CellTransplantation with CD56-Enriched Donor Cell Infusion		No product listed for IND 17694		Relapsed/Refractory lymphoma or myeloma		RH						1								N								UFP		CELL AND GENE THERAPY

		17730		IND		20-Sep-17		EXEMPT		10/6/17						OTAT		OCTGT		Merin MD PhD, Noah		Allogeneic, HLA-Mismatched Peripehral Mononuclear Cells following  Blinatumomab; Infusion		Haploidentical Stem Cell Transplant; allogeneic		Treatment of patients  with relapsed/refractory CD19+ ALL.		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17693		IND		30-Aug-17		ACTIVE		9/29/17						OTAT		OCTGT		Andtbacka, Robert		Nivolumab (OPDIVO, BMS-936558, MDX1106, ONO-4538) HFIO 9 (Herpes Simplex Virus type 1 (HSV-1) strain HP clone 10)		Mutant Herpes Simplex Virus type 1 Clone		Immunotherapy for resectable stage IIIB, IIIC, IVMla melanoma		RH				G5		2								6								UFP		CELL AND GENE THERAPY

		17838		IND		16-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		McBride MD, Kim L		Adeno-associated virus serotype 9 expressing human iduronate 2-sulfatase (IDS) gene (scAAV9.mCMV.hIDS)		No product listed for IND 17838		treatment of mucopolysaccharidosis type II		RH				G5		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17819		IND		9-Nov-17		WITHDRAWN		11/16/17						OTAT		OCTGT		Wang PhD, Hongjun		Autologous Adipose-derived Mesenchymal Stem Cells		No product listed for IND 17819		Treatment of diabetes		RH						1								N								UFP		CELL AND GENE THERAPY

		17836		IND		15-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		Wang PhD, Hongjun		Autologous adipose derived mesenchymal stromal cells		Autologous Adipost Tissue		Patients with newly diagnosed type 1 diabetes		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17448		IND		13-Apr-17		HOLD		5/12/17		HOLD		5/12/17		OTAT		OCTGT		Emvolio Inc		Autologous Dendritic Cells derived from PBMC, Cultured with Cytokines and Leukocyte Lysate (Transfer Factor); Administered  Intravenously, (StemVacs)		Autologous Dendritic Cells derived from PBMC		Treatment for solid tumors		CM						1		S4						N								UFP		CELL AND GENE THERAPY

		17438		IND		6-Apr-17		ACTIVE		4/6/17						OTAT		OCTGT		Sankhala MD, Kamalesh K		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Granulocyte-Macrophage Colony-Stimulating Factor, Matured with BCG and Interferon-gamma, (DCVax-Direct); Administered Intratumoral		No product listed for IND 17438		Emergency - Treatment of pancreatic cancer with liver metasteses in a single patient.		RH		EM						S4						N								UFP		CELL AND GENE THERAPY

		17662		IND		15-Aug-17		HOLD		9/14/17		HOLD		9/14/17		OTAT		OCTGT		infirst Healthcare Ltd		Granulox 10% Hemoglobin Spray (porcine hemoglobin)		10% Hemoglobin spray		Slow healing and chronic wounds		CM						3				FR		Breakthrough Therapy Designation		3								UFP		HEMATOLOGICS

		17408		IND		17-Mar-17		HOLD		4/14/17		HOLD		4/14/17		OTAT		OCTGT		Beatty MD, Robert M		Autologous Mesenchymal Stem Cells		Autologous Bone Marrow Aspirate		Compassionate use for single post-stroke patient with left sided hemiplegia		RH		SP						S1						N								UFP		CELL AND GENE THERAPY

		17868		IND		5-Dec-17		ACTIVE		1/4/18						OTAT		OCTGT		Archer PhD, Gary E		Autologous DCs derived from PBMC loaded with RNA encoding the Human Cytomegalovirus Matrix Protein, pp65 or Influenza Virus Matrix 1 (M1) Protein and Peripheral Blood Mononuclear Cells administered with GM-CSF as an Adjuvant		Multiple products listed for IND 17868		Immunotherapy for stage IV glioblastoma multiforme (GBM)		RH						2		S4						N								UFP		CELL AND GENE THERAPY

		17573		IND		28-Jun-17		HOLD		7/28/17		HOLD		7/28/17		OTAT		OCTGT		Archer PhD, Gary E		Autologous Dendritic Cells derived from PBMC pulsed with CMV pp65-LAMP mRNA, HIV gag p24 LAMP mRNA and Tetanus Diphtheria Toxoid Vaccine with and without Varlilumab		Autologous Dendritic Cells derived from PBMC		Immunotherapy for malignant brain tumors		RH				G5		2								N								UFP		CELL AND GENE THERAPY

		17528		IND		22-Jun-17		ACTIVE		7/21/17						OTAT		OCTGT		Janssen Research and Development LLC		JNJ-64041757 (ADU-214), a live-attenuated, double-deleted (LADD) strain of Listeria monocytogenes engineered to express human EGFRvIII (5X) and Mesothelin fusion protein, in combination with Nivolumab (BMS-936558/MDX-1106)		Multiple products listed for IND 17528		Non-small cell lung cancer (NSCLC)		CM				G8		2								N								UFP		CELL AND GENE THERAPY

		17484		IND		8-May-17		ACTIVE		6/7/17						OTAT		OCTGT		Mackall MD, Crystal L		Autologous T-cells transduced with bivalent lentiviral vector (CD19/CD22.BB.z) chimeric antigen receptor (CAR); following fludarabine and cyclophosphamide		Multiple products listed for IND 17484		Recurrent or refractory B Cell malignancies		RH				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17639		IND		28-Aug-17		HOLD		9/27/17		HOLD		9/27/17		OTAT		OCTGT		Ever Supreme Bio Technology		Allogeneic Human Umbilical Cord Blood Derived Stem Cells		Stem Cells, Human, Allogeneic, Cord-blood derived		Treatment of ST-elevation acute myocardial infarction.(STEMI)		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17368		IND		7-Mar-17		ACTIVE		4/6/17						OTAT		OCTGT		Papivax Biotech Inc		Heterologous HPV16 Vaccine, pNGVL4a-Sig/E7(detox)/HSP70, A Naked DNA Vaccine ("prime") and Tissue Antigen-Cervical Intraepithelial Neoplasia (TA-CIN) Fusion Protein comprised of HPV16 L2, E7 and E6 Proteins linked in Tandem ("boost"), Given Sequentially		Multiple products listed for IND 17368		Treatment of cervical cancer		CM				G6		2								N								UFP		CELL AND GENE THERAPY

		17677		IND		23-Aug-17		ACTIVE		9/22/17						OTAT		OCTGT		Longeveron LLC		Longeveron Mesenchymal Stem Cells; LMSCs; allogeneic human mesenchymal stem cells; bone marrow-derived allogeneic human mesenchymal cells (dosage form = intramyocardial injection)		No product listed for IND 17677		Hypoplastic left heart syndrome (HLHS)		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17746		IND		28-Sep-17		ACTIVE		10/27/17						OTAT		OCTGT		Isakoff MD PhD, Steven J		Four, 9-mer peptides that target tumor associated antigens -TAA, specifically XBP1, CD138 and CSI with Montanide ISA 720 VG VACCINE; co-administered with Pembrolizumab; [PVX-410]		Multiple products listed for IND 17746		treat Metastatic Triple Negative Breast Cancer (TNBC)		RH						1								8								UFP		CELL AND GENE THERAPY

		17657		IND		11-Aug-17		ACTIVE		9/8/17						OTAT		OCTGT		McDermott MD, Mary		DNA Plasmid Vector (pCK-HGFX7) Expressing Human Hepatocyte Growth Factor		Human Hepatocyte Growth Factor Gene (DNA Plasmid Vector, pCK-HGFX7)		Treatment of peripheral artery disease		CM				G6		2								N								UFP		CELL AND GENE THERAPY

		17777		IND		19-Oct-17		ACTIVE		10/19/17						OTAT		OCTGT		Pancari MD, Philip		Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells (Remestemcel-L)		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Emergency - to treat grade 4 steroid refractory acute graft versus host disease		RH		EM												N								NUF		CELL AND GENE THERAPY

		17326		IND		23-Jan-17		WITHDRAWN		4/26/17						OTAT		OCTGT		Aquino MD, Victor M		Rapidly Generated Multi-virus-Specific Cytotoxic T-Lymphocytes		Allogeneic Peptide-Stimulated Multivirus-directed specific CTLs targeting CMV, EBV, Adenovirus, BK virus and HHV6 antigens		Emergency - Treatment of refractory CMV encephalitis		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17779		IND		31-Oct-17		HOLD		11/30/17		HOLD		11/30/17		OTAT		OCTGT		Dib MD, Nabil		Autologous Bone Marrow Derived Progenitor Cells (t2c001) via Flowfusion  ND Infusion Catheter		Multiple products listed for IND 17779		to reduce the risk of death and hospitalization in patients with chronic ischemic heart failure and reduced ejection fraction		RH						1		S2						8								UFP		CELL AND GENE THERAPY

		17892		IND		22-Dec-17		ACTIVE		12/22/17						OTAT		OCTGT		Phillips MD, Christine		tisagenlecleucel		No product listed for IND 17892		Emergency - treatment of relapsed acute lymphocytic leukemia		RH		EM												N								UFP		CELL AND GENE THERAPY

		17364		IND		14-Feb-17		ACTIVE		3/16/17						OTAT		OCTGT		Pulsipher MD, Michael A		Partially-HLA matched Allogeneic multivirus-specific T cell (VSTs)		Multiple products listed for IND 17364		Recipients of hematopoietic stem cell transplantation or diagnosis of a form of primary immunodeficiency disorder as treatment of persistent infection or reactivation(s) with CMV, adenovirus, and/or EBV		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17462		IND		25-Apr-17		ACTIVE		5/18/17						OTAT		OCTGT		Dardis MD, Christopher		SL-701		No product listed for IND 17462		Treatment of glioblastoma which progressed while using standard treatment.		RH		SP												N								UFP		CELL AND GENE THERAPY

		17472		IND		1-May-17		WITHDRAWN		11/15/17						OTAT		OCTGT		Foran MD, James M		Individual Patient Use of Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Single Patient with Bronchiolitis Obliterans; a complication of matched-related donor allogeneic stem cell transplantation for Refractory Hodgkin lymphoma		RH		SP						S3						N								UFP		CELL AND GENE THERAPY

		17622		IND		21-Jul-17		ACTIVE		7/21/17						OTAT		OCTGT		Piccioni MD PhD, David		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use - Treatment of gliblastoma Multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17649		IND		7-Aug-17		ACTIVE		9/6/17						OTAT		OCTGT		MiMedx Group Inc		Allogeneic Micronized Dehydrated Human Annion/Chorion Membrane (micronized dHACM)		Human amniotic membrand		moderate or severe pain due to Achilles tendonitis with failed conservative treatment for at least I month.		CM						3		S3						3								UFP		CELL AND GENE THERAPY

		17719		IND		15-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		MiMedx Group Inc		Allogeneic Micronized Dehydrated Human Annion/Chorion Membrane (micronized dHACM)		Human amniotic membrane		Treatment of knee osteoarthritis		CM						2								N								UFP		CELL AND GENE THERAPY

		17629		IND		25-Jul-17		ACTIVE		8/21/17						OTAT		OCTGT		Fehniger MD PhD, Todd		Allogeneic HLA-Matched Related or Unrelated Natural Killer Cells (Miltenyi, CD56+), Cultured with Cytokines; in Combination with Chemotherapy		Multiple products listed for IND 17629		Relapsed AML after Allogeneic Hematopoietic Cell Transplant in Chlidren and Young Adults		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17370		IND		21-Feb-17		ACTIVE		3/7/17						OTAT		OCTGT		Mamcarz MD, Ewelina		Allogeneic, G-CSF Mobilized Haploidentical Stem Cell Transplantation, CD34+ Selected with the Magnetic-Activated Cell Sorter(Clinimacs, Miltenyi); Chemotherapy		Multiple products listed for IND 17370		Single Patient -Treatment  pediatric patient with SCID.		RH		SP				1		S1						N								UFP		CELL AND GENE THERAPY

		17308		IND		3-Jan-17		ACTIVE		1/3/17						OTAT		OCTGT		Madden MD, Lisa		Allogeneic Cytotoxic T Lymphocytes		Allogeneic Peptide-stimulated Multivirus-directed Specific CTLs targeting CMV, EBV, Adenovirus, BK virus and HHV6 antigens		Emergency - Treatment for adenovirus		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17733		IND		22-Sep-17		HOLD		10/20/17		HOLD		10/20/17		OTAT		OCTGT		Barrett MD PhD, David		CMV pp65 Peptide-Stimulated Allogeneic Lymphocytes Processed Using Miltenyi CliniMACS Cytokine Capture System (IFN-gamma, CD45)		No product listed for IND 17733		Treatmentof Refractory CMV with CytotoxicT cells in Children, Adolescents and Young Adults and Treatment of BK Virus Infection with Cytotoxic T cells in Patients Following Allogeneic Stem Cell Transplant		RH						1		S1						9								UFP		CELL AND GENE THERAPY

		17511		IND		23-May-17		ACTIVE		5/25/17						OTAT		OCTGT		Barrett MD PhD, David		Single patient IND Request for Use of BK Virus Cytotoxic T Lymphocytes (BK-CTLs) for subject CD.		T-Lymphocytes, Allogeneic, BK Virus-specific		AML and lymphoblastic leukemia (Burkitt's type)		RH		EM						S1						N								UFP		CELL AND GENE THERAPY

		17503		IND		18-May-17		WITHDRAWN		7/17/17						OTAT		OCTGT		Holmes MD, Jarrod P		SV-BR1 Breast Carcinoma Cell Line transfected w/DNA Plasmid (pcDNA3.1/GS, Invitrogen) Expressing GM-CSF Gene Mixed		Multiple products listed for IND 17503		Emergency - Treatment of metastatic breast cancer in a single patient.		RH		EM		G1										N								UFP		CELL AND GENE THERAPY

		17518		IND		26-May-17		ACTIVE		6/23/17						OTAT		OCTGT		Shah MD, Nirav		Autologous T-Cells Engineered to Contain an Anti-CD19 and Anti-CD20 scFv Coupled to CD3 zeta and 4-1BB Signaling Domains (CliniMACS Prodigy)		Multiple products listed for IND 17518		Patients with relapsed and/or refractory CD19 or CD20 positive B cell malignancies		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17767		IND		21-Nov-17		ACTIVE		12/21/17						OTAT		OCTGT		Meridigen Biotech Co., Ltd.		Allogeneic Human Umbilical Cord-derived Mesenchymal Stem Cells (hUC-MSCs)		Multiple products listed for IND 17767		Bronchopulmonary Dysplasia		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17768		IND		7-Nov-17		ACTIVE		12/7/17						OTAT		OCTGT		Sernova Corp		Allogeneic Islet Cells Transplanted in a Polypropylene Mesh Pouch [Sernova Cell Pouch]		Multiple products listed for IND 17768		Type 1 Diabetes Mellitus		CM						1		S3						5								UFP		CELL AND GENE THERAPY

		17689		IND		28-Aug-17		ACTIVE		9/27/17						OTAT		OCTGT		Vu MD, Tuan		Allogeneic Human Umbilical Cord Blood		Cord Blood, Human, Allogeneic		Amyotrophic Lateral Sclerosis		RH						1								N								UFP		CELL AND GENE THERAPY

		17422		IND		29-Mar-17		WITHDRAWN		4/28/17						OTAT		OCTGT		Cuff MD, Robert F		Use of the PalinGlen Flow on walking distances among patients with single leg claudication		Multiple products listed for IND 17422		To evaluate the vascular regenerative stimulatory properties of mesenchymal stromal cell (present in PalinGen Flow) in the setting of claudication		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17395		IND		10-Apr-17		ACTIVE		5/10/17						OTAT		OCTGT		Fate Therapeutics Inc		Allogeneic Related Peripheral Blood Mononuclear Cell-Derived Natural Killer Cells and Monoclonal Antibody		Multiple products listed for IND 17395		Advanced late-stage solid tumors		CM						1		S4						N								UFP		CELL AND GENE THERAPY

		17349		IND		7-Feb-17		ACTIVE		3/8/17						OTAT		OCTGT		Emani MD, Sitaram M		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and ex vivo Expanded Mesenchymal Precursor Cells/MPCs [Rexlemestrocel-L]		Allogeneic, Bone Marrow-derived, Immuno-selected, and ex vivo Expanded Mesenchymal Precursor Cells		treatment of Hypoplastic Left Heart Syndrome (HLHS)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17715		IND		13-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		Green MD, Damian		Autologous T-cells (CD4 and CD8) transduced with self-inactivating (SIN) lentiviral vector to express a B-cell maturation agent (BCMA) - specific chimeric antigen receptor (CAR).		Multiple products listed for IND 17715		For patients with advanced multiple myeloma (MM) with a confirmed diagnosis of BCMA+ MM		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17707		IND		15-Sep-17		PARTIAL HOLD		10/13/17		PARTIAL HOLD		10/13/17		OTAT		OCTGT		TiGenix S.A.U		Human Expanded Allogeneic Stem Cells derived from Adipose Tissue (Cx601-0302)		Human Expanded Allogeneic Stem Cells derived from Adipose Tissue		Treatment of Complex perianal fistula(s) in adult patients with Crohn's disease.		CM						3		S3						N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17735		IND		1-Nov-17		ACTIVE		12/1/17						OTAT		OCTGT		Cartesian Therapeutics, Inc.		Autologous mRNA-transfected CD8+ T-cells transiently expressing a Chimeric Antigen Receptor for B-Cell Maturation Antigen; IV Administration (Descartes-08)				Multiple Myeloma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17820		IND		9-Nov-17		ACTIVE		11/29/17						OTAT		OCTGT		Bambach MD, Barbara		Expanded Access, Individual Patient to use of Allogeneic T cells Derived from Peripheral Blood Mononuclear Cells; Cultured with Anti-CD3 and Anti-CD28 Antibodies and Interleukin-2; Transduced with Retroviral Vector (BPZ-1001, SFG.iCaspase9.2A.DeltaCD19) Expressing CD19 and Inducible Caspase 9 Suicide Gene; CD19-selected with CliniMACS; and AP1903		No product listed for IND 17820		Treatment of relapsed acute myeloblastic leukemia		RH		SP		G4										N								UFP		CELL AND GENE THERAPY

		17821		IND		9-Nov-17		ACTIVE		12/9/17						OTAT		OCTGT		Zhu, Jay-Jiguang		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use - Treatment of glioblastoma multiforme		RH		SP						S4						N								UFP		CELL AND GENE THERAPY

		17826		IND		13-Nov-17		HOLD		12/13/17		HOLD		12/13/17		OTAT		OCTGT		Voos MD, James		Autologous Bone Marrow - Derived Mesenchymal Stem Cells (MSCs)		Autologous human bone marrow derived mesenchymal stem cells		A single intra-articular injection of MSC's for the treatment of knee osteoarthritis and chondral defects of the knee		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17275		IND		3-Jan-17		ACTIVE		2/2/17						OTAT		OCTGT		BioRestorative Therapies Inc		BRTX-100 (formerly brtxDISC), a human somatic cell therapy derived from autologous bone marrow and blood		No product listed for IND 17275		Treatment of chronic lower lumbar disc disease		CM						2		S3						N								UFP		CELL AND GENE THERAPY

		17897		IND		22-Dec-17		PENDING		12/22/17						OTAT		OCTGT		Gedaly MD, Roberto		Autologous Regulatory T cell Infusion with Zortress (Everolimus)		No product listed for IND 17897		Treatment of end-stage renal disease listed for primary solitary kidney transplant		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17898		IND		22-Dec-17		PENDING		12/22/17						OTAT		OCTGT		Kammula MD, Udai S		Autologous Tumor Infiltrating Lymphocytes Ex Vivo Expanded		No product listed for IND 17898		Treatment of metastatic uveal melanoma.		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17903		IND		27-Dec-17		PENDING		12/27/17						OTAT		OBRR		Rashidi MD PhD, Armin		Human Cytomegalovirus (CMV)-Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate early 2 and pp65 proteins; chick embryo fibroblasts; City of Hope Center for Biomedicine and Genetics) Vaccine (CMV-MVA), Live, Attenuated		Human Cytomegalovirus (CMV) - Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate-early 2, & pp65 proteins; chick embryo fibroblasts; City of Hope for Biomedicine & Genetics) Vaccine (CMV-MVA), Live, Attenuated		Research study to examine whether treatment will reduce relapse in lymphoma or myeloma patients who have undergone autologous hematopoietic cell transplants		RH						1								N								UFP		CELL AND GENE THERAPY

		17409		IND		17-Mar-17		ACTIVE		4/14/17						OTAT		OBRR		Oliver Jr MD, William C		ATryn, Antithrombin alfa, Antithrombin-(recombinant)		No product listed for IND 17409		Maintain optimum AT activity in post cardiotomy ECMO patients		RH						1								N								UFP		CELL AND GENE THERAPY

		17841		IND		17-Nov-17		ACTIVE		12/17/17						OTAT		OCTGT		Chien MD, A. Jo		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec] (T-VEC) in combination of with Paclitaxel and Endocrine Therapy		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Immunotherapy for metastatic, unresectable, or locoregionally recurrent breast cancer		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17747		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Translate Bio		MRT5005 mRNA/Cholesterol nanoparticle expressing human CFTR protein		No product listed for IND 17747		Treatment of Cystic Fibrosis (CF)		RH				G6		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17887		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Treos Bio Zrt.		Six pepties from seven CRC cell tumor antigens (PolyPEPI1018) in Montanide		No product listed for IND 17887		Add-on immunotherapy to the standard-of-care treatment of colorectal cancer in patients identified as likely responders using a companion in vitro diagnostic test.		CM						1								N								UFP		CELL AND GENE THERAPY

		17341		IND		6-Feb-17		ACTIVE		3/8/17						OTAT		OCTGT		Braunschweig MD, Ira		Autologous T-Cells Expressing Anti-NY-ESO-1 murine T cell Receptor Gene		Multiple products listed for IND 17341		Treatment of Metastatic Cancer		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17850		IND		30-Nov-17		HOLD		12/29/17		HOLD		12/29/17		OTAT		OBRR		Octapharma Pharmazeutika Produktionsges.m.b.H		Alpha-1 Proteinase Inhibitor (Human) [A1PI] for Intravenous Administration		Pooled Human Plasma		Alpha-1-antitrypsin deficiency and clinical evidence of emphysema		CM						2								N								UFP		HEMATOLOGICS

		17515		IND		14-Jun-17		ACTIVE		7/13/17						OTAT		OCTGT		Octapharma Pharmazeutika Produktionsges.m.b.H		Double-blind, Randomized, Placebo-Controlled Phase lll Study Evaluating Efficacy and Safety of Subcutaneous Human lmmunoglobulin 16.5% OCTANORM) in Patients With Dermatomyositis		No product listed for IND 17515		Treatment of Dermatomyositis		CM						3								N								UFP		HEMATOLOGICS

		17752		IND		31-Oct-17		HOLD		11/30/17		HOLD		11/30/17		OTAT		OCTGT		MeiraGTx UK II Ltd		Adeno-associated virus vector containing DNA encoding a human CNGB3 gene (AAV2/8-hCARp.hCNGB)		No product listed for IND 17752		Treatment of achromatopsia owing to defects in CNGB3		CM				G5		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		16886		IND		5-Jul-17		ACTIVE		10/17/17		PARTIAL HOLD		8/4/17		OTAT		OCTGT		MeiraGTx UK II Ltd		Adeno-associated viral vector containing DNA encoding a human RPE65 gene (AAV2/5-OPTIRPE65)		Adeno-associated viral vector ; allo		Treatment of of Leber congenital amaurosis associated with defects in RPE65 (LCA2).		CM				G5		1						Breakthrough Therapy Designation		N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17683		IND		24-Aug-17		ACTIVE		9/23/17						OTAT		OBRR		Virginia Zoological Park		Snake Venom Antisera		Snake Venom Antisera		Treatment of envenomation		RH						2								N								UFP		HEMATOLOGICS

		17852		IND		22-Nov-17		WITHDRAWN		12/27/17						OTAT		OCTGT		Smith MD PhD, James W		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single Patient Use:Immunotherapy for glioblastoma, WHO Grade		RH		SP												N								UFP		CELL AND GENE THERAPY

		17506		IND		14-Jun-17		ACTIVE		7/14/17						OTAT		OCTGT		Neovacs Inc		IFN-K-001 (Interferon-kinoid, intramuscular injection)		Multiple products listed for IND 17506		Treatment of Dermatomyositis (DM)		CM						2								N								UFP		CELL AND GENE THERAPY

		17360		IND		14-Feb-17		ACTIVE		3/16/17						OTAT		OCTGT		Cass MD MPH, Kyra		myVac (personalized peptide vaccine)		No product listed for IND 17360		Anti-tumor peptide vaccination		RH		SP												N								UFP		CELL AND GENE THERAPY

		17539		IND		8-Jun-17		WITHDRAWN		7/13/17						OTAT		OCTGT		Gibson MD PhD, Angela		Allogeneic Keratinocyte Cell Line (NIKS), Seeded on Rat Collagen (BD) Conditioned with Human Dermal Fibroblasts (Clonetics)		Multiple products listed for IND 17539		Emergency - Treatment of a single patient with thermal burns		RH		EM						S3						5								UFP		CELL AND GENE THERAPY

		17559		IND		30-Jun-17		ACTIVE		7/28/17						OTAT		OCTGT		Vericel Corp		MACI ? (autologous cultured chondrocytes on porcine collagen membrane		cultured chondrocytes on porcine collagen membrane, Autologous		Treatment of symptomatic, single or multiple full-thickness articular chondral or osteochondral  defects of the knee due to osteochondritis dissecans or acute trauma in pediatric patients ages 10 to 17.		CM				G5		3								5								UFP		CELL AND GENE THERAPY

		17362		IND		7-Mar-17		ACTIVE		5/30/17		HOLD		4/6/17		OTAT		OCTGT		Angiocrine Bioscience Inc		Allogeneic expanded cord blood-derived hematopoietic stem and progenitor cells formulated in a DMSO-based cryoprotectant in a closed-system cryobag, and cryopreserved.		Multiple products listed for IND 17362		Hematologic and immune reconstitution in patients who have received myeloablation conditioning		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17479		IND		4-May-17		ACTIVE		5/31/17						OTAT		OCTGT		Aljitawi MD, Omar		Hyperbaric Oxygen (HBO) use prior to Autologous PBSC Transplantation ; Chemotherapy		PBSC, Autologous		Treatment of patients with Multiple Myeloma.		RH						2		S5						N								UFP		CELL AND GENE THERAPY

		17373		IND		22-Feb-17		ACTIVE		3/24/17						OTAT		OCTGT		Aljitawi MD, Omar		Umbilical Cord Blood Stem Cell Transplantation with Hyperbaric Oxygen and Hyperbaric Oxygen Chamber		No product listed for IND 17373		Treatment of Patients with AML ALL, Hodgkins disease , or Non-Hodgkins Lymphoma receiving umbilical cord blood stem cell transplants		RH						2		S1						N								UFP		CELL AND GENE THERAPY

		17459		IND		24-Apr-17		WITHDRAWN		6/27/17						OTAT		OCTGT		Bendel MD, Anne E		Neoantigen Peptides		No product listed for IND 17459		Emergency - Treatment of left frontal high grade astrocytoma		RH		EM												N								UFP		CELL AND GENE THERAPY

		17490		IND		26-May-17		ACTIVE		6/23/17						OTAT		OCTGT		DiscGenics		Allogeneic Adult Disc-Derived Progenitor Cells with Sodium Hyaluronate Solution, Administered Percutaneously		Multiple products listed for IND 17490		Degenerative disc disease (DDD)		CM						1		S1						8								UFP		CELL AND GENE THERAPY

		17697		IND		3-Nov-17		ACTIVE		12/1/17						OTAT		OCTGT		Pharmicell Co., Ltd		Autologous bone marrow-derived mesenchymal stem cells		Autologous Bone Marrow Derived Mesenchymal cells		Treatment of patients with Alcoholic Liver Cirrhosis		CM						1								N								UFP		CELL AND GENE THERAPY

		17708		IND		22-Sep-17		ACTIVE		10/22/17						OTAT		OCTGT		Taiga Biotechnologies Inc		TBX-3400: autologous human PBMCs treated with the protein TBX 4000 (Tat-MYC) using the CliniMACS Prodigy system		autologous human PBMC		Stage III and IV melanoma resistant or refractory to treatment with immune checkpoint inhibitors		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17672		IND		25-Aug-17		HOLD		9/22/17		HOLD		9/22/17		OTAT		OCTGT		Univ of Kansas Medical Center		Allogeneic, Umbilical Cord-Derived Mesenchymal Stem Cells, ex-vivo, Cultured, and Expanded Wharton's Jelly MSC.		Umbilical Cord		high-risk acute or steroid-refractory acute graft-versus-host disease		RH						1		S3						N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17739		IND		26-Sep-17		HOLD		10/26/17		HOLD		10/26/17		OTAT		OCTGT		Lander MD, Elliot		Autologous Stromal Vascular Fraction and Vaccinia Virus (ACAM2000)		No product listed for IND 17739		Single patient treatment for metastatic uterine leiornyosarcoma		RH		SP												N								UFP		CELL AND GENE THERAPY

		17598		IND		2-Aug-17		ACTIVE		9/1/17						OTAT		OCTGT		Bamboo Pharmaceuticals		Adeno-associated Virus Vector (AAV) Serotype 9 Expressing Human Mini-dystrophin Gene		Multiple products listed for IND 17598		treatment of Duchenne Muscular Dystrophy (DMD).		CM				G5		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17384		IND		27-Feb-17		ACTIVE		3/29/17						OTAT		OCTGT		Byrne MD PhD, Barry J		rAAV9-CB6-AspA gene vector		rAAV9-CB6-hAspA,non-replicating recombinant adeno-associated viral vector expressing the codon optimized human acid alpha-glucosidase gene		Canavan Disease		RH		SP		G5										N								UFP		CELL AND GENE THERAPY

		17404		IND		13-Mar-17		ACTIVE		4/12/17						OTAT		OCTGT		Byrne MD PhD, Barry J		rAAV9-DES-hGAA		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Pompe disease		RH				G5		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17392		IND		6-Mar-17		WITHDRAWN		3/15/17						OTAT		OCTGT		Byrne MD PhD, Barry J		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Treatment of Pompe Disease		RH				G5		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17340		IND		3-Feb-17		ACTIVE		2/3/17						OTAT		OCTGT		Krakow, Elizabeth		Mesenchymal Progenitor Cells (MPCs)		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and ex vivo Expanded Mesenchymal Precursor Cells		Emergency - Treatment of Grade IV GI and Liver GVHD in an adult subject		RH		EM						S3						N								UFP		CELL AND GENE THERAPY

		17403		IND		13-Mar-17		ACTIVE		4/12/17						OTAT		OCTGT		Glassberg MD, Marilyn K		Allogeneic human mesenchymal stem cells (hMSCs)		Allogeneic Human Mesenchymal Stem Cells		Idiopathic Pulmonary Fibrosis		RH						1		S3						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17684		IND		24-Aug-17		HOLD		9/22/17		HOLD		9/22/17		OTAT		OCTGT		University College London		Adeno-Associated Virus Vector expressing human Factor VIII gene [AAV2/8-HLP-FVIII-V3]		Adeno-Associated Virus Vector expressing human Factor VIII gene [AAV2/8-HLP-FVIII-V3]		to treat Hemophilia A		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17367		IND		28-Feb-17		ACTIVE		3/30/17						OTAT		OCTGT		Audentes Therapeutics, Inc.		AT132 (rAAV8-Des-hMTM1)		adeno-associated viral vector (AAV8-Des-hMTM1), serotyperAAV8-expressing the human MTM1 gene		X-linked myotubular myopathy (XLMTM)		CM				G5		1				FR				N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17419		IND		28-Mar-17		ACTIVE		3/30/17						OTAT		OCTGT		Porter MD, David		Epstein Barr virus (EBV)-specific T cells		No product listed for IND 17419		Individual Patient Expanded Access IND (Compassionate Use Request) for useof Epstein Barr virus (EBV) - specific T cells		RH		EM						S4						N								UFP		CELL AND GENE THERAPY

		17807		IND		2-Nov-17		ACTIVE		11/7/17						OTAT		OCTGT		Huang MD, Marilyn		Live, Attenuated Listeria Monocytogenes Bacteria, Expressing Human Papilloma Virus Type 16 E7 Tumor Antigen Linked to Listeriolysin O Protein (Lm-LLO-E7)		HPV type 16 E7 Antigen Fused to Enzyme LLO (Listeriolysin O) (Lm-LLo-E7, Lovaxin-C ), Live, Attenuated		single patient treatment of recurrent vaginal cancer confirmed with metastatic squamous cell carcinoma		RH		SP		G8										N								UFP		CELL AND GENE THERAPY

		17397		IND		8-Mar-17		ACTIVE		3/10/17						OTAT		OCTGT		Nordquist MD, Luke		PAN-301-1: bacteriophage Nanoparticle Vaccine, expressing HAAH-1)		No product listed for IND 17397		Pancreatic Cancer		CM		IG		G8										N								UFP		CELL AND GENE THERAPY

		17499		IND		17-May-17		ACTIVE		6/16/17						OTAT		OCTGT		Dietz PhD, Allan		Autologous Adipose Derived Mesenchymal Stem Cells		Autologous Adipose Derived Mesenchymal Stem Cells		Degenerative Disc Disease		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17460		IND		25-Apr-17		ACTIVE		5/25/17						OTAT		OCTGT		Dietz PhD, Allan		Autologous Adipose Derived Mesenchymal Stem Cells		Adipose Tissue		treatment of traumatic spinal cord injury		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17402		IND		10-Mar-17		ACTIVE		4/9/17						OTAT		OCTGT		Wigle MD PhD, Dennis		Autologous Adipose Derived Mesenchymal Stem Cells  Seeded onto an Electrospun, Polyurethane Scaffold; Implanted in the Esophagus		Multiple products listed for IND 17402		Single patient treatment of esophageal repair due to esophageal tumor invasion		RH		EM						S3						5								UFP		CELL AND GENE THERAPY

		17804		IND		31-Oct-17		EXEMPT		11/13/17						OTAT		OBRR		Gibbons MD, Christopher		Gamunex-C, [Immune Globulin Injection (Human), 10% Caprylate/Chromatography Purified]		No product listed for IND 17804		Immune mediated small fiber neuropathy		RH						2								N								UFP		HEMATOLOGICS

		17543		IND		13-Jun-17		HOLD		7/12/17		HOLD		7/12/17		OTAT		OCTGT		Melicher MD, Jill		Technoclone Glu-Plasminogen		Glu-Plasminogen		Ligneous Conjunctivitis		RH		SP												N								UFP		CELL AND GENE THERAPY

		17653		IND		5-Sep-17		ACTIVE		10/5/17						OTAT		OCTGT		Invectys		INVAC-1, a double stranded DNA plasmid construct encoding a modified human telomerase reverse transcriptase (hTERT) protein		a double stranded DNA plasmid		High Risk Chronic Lymphocytic Leukemia		CM				G6		2								N								UFP		CELL AND GENE THERAPY

		17670		IND		15-Aug-17		ACTIVE		9/13/17						OTAT		OCTGT		Junck MD, Larry		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Single patient treatment for primary glioblastoma		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17718		IND		15-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		Univ of Alabama at Birmingham		A Pilot Study of ex vivo expanded/Activated gamma delta T-cell Infusion Following Haploidentical Hematopoietic Stem Cell Transplantation and Post-Transplant Cyclophosphamide		No product listed for IND 17718		Hematopoietic malignancies (acute and chronic leukemia, multiple myeloma, non-hodgkins lymphoma)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17331		IND		29-Mar-17		ACTIVE		4/28/17						OTAT		OCTGT		Astellas Institute for Regenerative Medicine		Allogeneic Human Embryonic Stem Cell Derived Retinal Pigment Epithelial (hESC-RPE) Cells		Human Embryonic Stem Cell-derived retinal pigment epithelium		Advanced Dry Age Related Macular Degeneration		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17424		IND		30-Mar-17		WITHDRAWN		5/18/17						OTAT		OCTGT		Kaminetzky MD, David		Allogeneic G-CSF Mobilized, Non-myeloablative  Matched HLA or Haploidentical Related PBSC Transplant followed by  High-Dose Cyclophosphamide, Mycophenolate mofetil and Tacrolimus		PBSC; ALLOGENEIC		Treatment of hematopoietic malignancies		RH						2		S2						6								UFP		CELL AND GENE THERAPY

		17758		IND		4-Oct-17		WITHDRAWN		10/16/17						OTAT		OCTGT		Jones MD, Stanley C		Autologous Human Adipose Derived Mesenchymal Stem Cells		Autologous Human Adipose Derived Mesenchymal Stem Cells		Single patient treatment of amyotrophic lateral sclerosis		RH		SP												N								UFP		CELL AND GENE THERAPY

		17401		IND		9-Mar-17		HOLD		4/7/17		HOLD		4/7/17		OTAT		OCTGT		Rush MD, Sloan W		Culture Medium Conditioned by Primary Cadaver Donor Corneal Limbal Epithelial Cells		Human corneal limbal epithelial stem cell secretory factors		Progressive sterile corneal ulceration		RH		IG						S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17816		IND		7-Nov-17		ACTIVE		12/7/17						OTAT		OCTGT		Patel, Amit		DNA Plasmid Vector Expressing S100A1, SDF-1alpha and VEGF165 Genes Administered via Advance Coronary Sinus Infusion Catheter		No product listed for IND 17816		Congestive Heart Failure for LVAD Patients		RH				G6		1								5								UFP		CELL AND GENE THERAPY

		17805		IND		9-Nov-17		WITHDRAWN		11/15/17						OTAT		OCTGT		Chiappori MD, Alberto		Autologous Dendritic Cells Infected with Adenovirus Vector Type 5 Expressing p53 (Ad.p53-DC); Administered subcutaneously and Ipilimumab and Nivolumab		Multiple products listed for IND 17805		Treatment of relapsed small cell lung cancer (SCLC)						G5		2								N								UFP		CELL AND GENE THERAPY

		17837		IND		16-Nov-17		HOLD		12/14/17		HOLD		12/14/17		OTAT		OCTGT		Chiappori MD, Alberto		Autologous Dendritic Cells Infected with Adenovirus Vector Type 5 Expressing p53 (Ad.p53-DC); Administered subcutaneously and Ipilimumab and Nivolumab		No product listed for IND 17837		Small cell lung cancer		RH				G5		2								6								UFP		CELL AND GENE THERAPY

		17883		IND		14-Dec-17		PENDING		12/14/17						OTAT		OBRR		Planinsic MD, Raymond		Four-Factor Prothrombin Complex Concentrate (Human) [KCENTRA]		No product listed for IND 17883		Coagulopathy during liver transplantation after confirming prolonged tissue factor-triggered clotting time over 78 seconds per routine thromboelastometry and clinical diagnosis of microvascular bleeding		RH						1								N								UFP		HEMATOLOGICS

		17798		IND		25-Oct-17		HOLD		11/22/17		HOLD		11/22/17		OTAT		OCTGT		StemImmune		Autologous Stromal Vascular Fraction (SVF) and Vaccinia Virus (ACAM2000)		Multiple products listed for IND 17798		Treatment of localized prostate cancer		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17568		IND		26-Jun-17		ACTIVE		7/26/17						OTAT		OCTGT		Cooley MD, Sarah		Allogeneic, Related-donor, CMV Positive Natural Killer Cells and Interleukin-2		Multiple products listed for IND 17568		Ovarian, Fallopian tube and Primary Peritoneal Cancer		RH						1								N								UFP		CELL AND GENE THERAPY

		17606		IND		17-Jul-17		ACTIVE		11/17/17		HOLD		8/16/17		OTAT		OCTGT		Cooley MD, Sarah		Allogeneic Alpha/Beta T Cell-Depleted Hematopoietic Stem Cells; ALT-803 (Interleukin-15 complex)		Multiple products listed for IND 17606		Newly diagnosed acute myeloid leukemia (AML), treatment-related/secondary AML, and myelodysplastic syndrome (MDS).		RH						2		S1						N								UFP		CELL AND GENE THERAPY

		17655		IND		11-Aug-17		ACTIVE		9/19/17		PARTIAL HOLD		9/8/17		OTAT		OCTGT		Hormigo MD PhD, Adilia		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Expanded with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor; Pulsed with Synthetic Tumor-Stem Cell Associated Antigens [AIM-2, MAGE-1, gp100, HER-2, IL-13Ra2]  (ICT-107)		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells		Expanded Accesas Use: Treatment for primary glioblastoma		RH		IG						S4						N								UFP		CELL AND GENE THERAPY

		17634		IND		9-Aug-17		ACTIVE		9/8/17						OTAT		OCTGT		Applied Genetics Technologies Corp		Recombinant Adeno-Associated Virus (rAAV) Vector expressing a human Retinitis Pigmentosa GTPase Regulator (RPGR) gene [rAAV2tYF-GRK1-RPGRco; AGTC-501]		recombinant adeno-associated virus (rAAV) vector expressing a human retinitis pigmentosa GTPase regulator (RPGR) gene		to treat X-linked retinitis pigmentosa (XLRP) with mutations in RPGR-ORF15		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17786		IND		20-Oct-17		ACTIVE		11/19/17						OTAT		OBRR		Fernandez MD, Luis		Ruconest; C1 esterase inhibitor [recombinant]		C1 esterase inhibitor [recombinant]		To reduce the incidence of delayed graft function (DGF) in recipients of kidneys obtained from donation after cardio-circulatory death (DCD)		RH						1								N								UFP		HEMATOLOGICS

		17365		IND		15-Feb-17		ACTIVE		3/15/17						OTAT		OCTGT		Northwestern Univ		Allogeneic, Human Neural Stem Cells (NSC) Transduced with HB1.F3.CD-CRAd-S-pk7; Administered via injection Intracranially.		Allogeneic, Human Neural Stem Cells (NSC) Transduced with HB1.F3.CD-CRAd-S-pk7;		Treatment of Malignant Glioma		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17481		IND		19-May-17		ACTIVE		6/16/17						OTAT		OCTGT		United Neuroscience Ltd		UBITh? AD Immunotherapeutic Vaccine		Multiple products listed for IND 17481		Alzheimer's Disease		CM						2								N								UFP		CELL AND GENE THERAPY

		17415		IND		22-Mar-17		ACTIVE		4/21/17						OTAT		OCTGT		Schiff MD, David		SL-701 in an emulsion of Montanide ISA-51		No product listed for IND 17415		Expanded Access- glioblastoma multiforme		RH		SP												N								UFP		CELL AND GENE THERAPY

		17578		IND		12-Jul-17		ACTIVE		8/11/17						OTAT		OCTGT		VBI Vaccines Inc		VBI-1901: enveloped virus-like particle (eVLP) expressing a human cytomegalovirus (HCMV) glycoprotein B (gB) protein and human Cytomegalovirus (HCMV) phosphoprotein 65 (pp65)		Bivalent eVLPs expressing human CMV antigens gB and pp65		Treatment of Glioblastoma Multiforme (GBM)		CM				G6		1				FR				N								UFP		CELL AND GENE THERAPY

		17470		IND		1-May-17		WITHDRAWN		6/14/17						OTAT		OCTGT		Sanford Research		Autologous Th-1 Dendritic Cells derived from PBMC, loaded with Tumor Lysate plus mRNA Vaccine		Multiple products listed for IND 17470		Treatment for newly diagnosed or relapsed poor-prognosis CNS tumors in pediatric and young adult patients		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17363		IND		14-Feb-17		ACTIVE		3/16/17						OTAT		OCTGT		Center for Cancer Research		Tremelimumab, solution for infusion; Durvalumab, solution for infusion; Pexastimogene Devacirepvec (Pexa Vec), solution for infusion		Multiple products listed for IND 17363		Refractory metastatic colorectal cancer		RH				G5		2								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17753		IND		3-Oct-17		ACTIVE		11/2/17						OTAT		OCTGT		Center for Cancer Research		Autologous T-cells Transduced with Retroviral Vector Expressing T-cell Receptors for Patient-Specific Neoantigens		Multiple products listed for IND 17753		Metastatic solid cancers		RH				G4		2								N								UFP		CELL AND GENE THERAPY

		17614		IND		19-Jul-17		HOLD		8/18/17		HOLD		8/18/17		OTAT		OCTGT		Center for Cancer Research		Neoantigen-reactive Tumor-Infiltrating Lymphocytes with CRISPR/Cas9-mediated CISH gene inactivation		No product listed for IND 17614		Metastatic gastrointestinal epithelial cancer		RH						1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17564		IND		23-Jun-17		ACTIVE		7/21/17						OTAT		OCTGT		Center for Cancer Research		Autologous Mature DCs Pulsed with Long Peptides and Minimal Epitopes from Defined Neoantigens or Highly Expressed Mutations in Tumor Suppressor or Driver Genes (Vaccine)		Autologous Mature DCs		Immunotherapy for metastatic melanoma or epithelial cancer		CM						2		S4						N								UFP		CELL AND GENE THERAPY

		17433		IND		31-May-17		ACTIVE		6/30/17						OTAT		OCTGT		Immatics US Inc		Autologous T-cells Transduced with Lentiviral Vector Expressing MAGE A4 or A8 T-cell Receptor Gene		No product listed for IND 17433		Recurrent or refractory advanced squamous non-small cell lung cancer and head and neck squamous cell carcinoma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17387		IND		2-Mar-17		WITHDRAWN		3/29/17						OTAT		OCTGT		Bydon MD, Mohamad		Autologous Adipose Derived Mesenchymal Stromal Cells		No product listed for IND 17387		Spinal Cord Injury		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17533		IND		7-Jun-17		ACTIVE		7/7/17						OTAT		OCTGT		Posselt MD PhD, Andrew		Allogeneic Human Pancreatic Islets Cells (human, UCSF) Administered via Endoscopic Gastrointestinal Submucosal Injection		Islet cells, allogeneic		Treatment of type 1 diabetes.		RH						1								N								UFP		CELL AND GENE THERAPY

		17698		IND		28-Sep-17		ACTIVE		10/26/17						OTAT		OCTGT		Pishvaian MD PhD, Michael		CV301 (MVA-BN-CV301 and FPV-CV301) Expressing CEA, MUC-1, LFA-3, B7.1, and ICAM-1		Multiple products listed for IND 17698		Metastatic colorectal of Pancreatic adenocarcinoma		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17310		IND		30-Jan-17		ACTIVE		3/1/17						OTAT		OCTGT		PersImmune, Inc.		Allogeneic Cytotoxic T-Cells (CTC) cultured with patient-specific peptides		Multiple products listed for IND 17310		Treatment of acute myeloid leukemia and treatment of myelodysplastic syndromes		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17076		IND		26-Jun-17		ACTIVE		7/26/17						OTAT		OCTGT		Poseida Therapeutics Inc.		Autologous T cells Transfected with piggyBac transposon Plasmid vector Expressing B-Cell Maturation Antigen (CAR-T cells)		P-BCMA-101		Treatment of refractory and/or relapsed multiple myeloma		CM				G6		1								N								UFP		CELL AND GENE THERAPY

		17579		IND		20-Jul-17		ACTIVE		8/19/17						OTAT		OCTGT		Cour Pharmaceutical Development Company Inc		Tolerogenic Immune Modifying Particles-Gliadin (TIMP-GLIA)		TIMP-GLIA		For the treatment of celiac disease.		CM						1								N								UFP		CELL AND GENE THERAPY

		17721		IND		15-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		Carpizo MD PhD, Darren R		CV301 (formally PANCAC) consists of two recombinant poxviral vectors expressing human carcinoembryonic antigen (CEA) and mucin-1 (MUC-1), and three human costimulatory molecules: B7.1, intercellular adhesion molecule-1 (ICAM-1), and leukocyte function-associated antigen-3 (LFA-3) (or TRIad of COstimulatory Molecules, TRICOM?).		No product listed for IND 17721		Colorectal cancer		RH				G5		2								N								UFP		CELL AND GENE THERAPY

		17569		IND		22-Jun-17		ACTIVE		7/17/17						OTAT		OCTGT		Shook MD, David		Allogeneic Matched Unrelated Hematopoetic Progenitor Cells via infusion; Chemotherapy		Hematopoietic Progenitor Cells-Cord Blood		Treatment of Wiskott-Aldrich Syndrome in a Single Patient		RH		SP				1								N								UFP		HEMATOLOGICS
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		17334		IND		27-Jan-17		ACTIVE		2/24/17						OTAT		OCTGT		Memorial Sloan-Kettering Cancer Center		EGFRr/BCMA-41BBz CAR T Cells;Dynabeads CD3/CD28 CTS; Defined Composition CD4 and CD8 T Cells		No product listed for IND 17334		Treatment of multiple myeloma		RH				G4		2								N								UFP		CELL AND GENE THERAPY

		17346		IND		22-Feb-17		ACTIVE		5/16/17		HOLD		3/24/17		OTAT		OCTGT		National Cancer Institute		CDX-1401 (Celldex); Poly-ICLC ; SGI-110 (Decitabine), and Atezolizumab (MPDL3280A)		No product listed for IND 17346		metastatic or unresectable malignancy for which standard curative or palliative measures do not exist or are no longer effective		CM						2								N								UFP		CELL AND GENE THERAPY

		17311		IND		19-Jan-17		ACTIVE		2/18/17						OTAT		OCTGT		National Cancer Institute		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec] in combination with Radiation		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Treatment for localized soft tissue sarcoma		RH				G5		2								N								UFP		CELL AND GENE THERAPY

		17774		IND		18-Oct-17		WITHDRAWN		11/22/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Haploidentical Transplant Selected with CLiniMACS CD34 Reagent System with Alemtuzumab, Busulfan and Total Body Irradiation (TBI) with Post-Transplant Cyclophosphamide (HaploTransplant CGD with post CTX)		No product listed for IND 17774		Treatment of Chronic Granulomatous Disease		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17351		IND		8-Feb-17		ACTIVE		3/10/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Autologous Ex-Vivo Expanded CD4+CD127lo/-CD25+ Polyclonal Regulatory T Cells (Poly Tregs)		T regulatory cells		Treatment of Adults with Active Pemphigus		RH						1		S3						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17846		IND		20-Nov-17		ACTIVE		12/20/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells (hBM-MSC)		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Treatment of adult recipients of living donor kidney transplant with co-stimulatory blockade		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17497		IND		16-May-17		ACTIVE		6/14/17						OTAT		OCTGT		National Institute of Allergy and Infectious Diseases		Allogeneic Bilateral Orthotopic Lung Transplant (BOLT) in tandem with Partially HLA Matched, CD3+/CD19+ Depleted Cadaveric Bone Marrow Transplant using the Magnetic-Activated Cell Sorter (CliniMACS, Miltenyi), Hydroxyurea, Rituximab, Alemtuzumab, ATG, and Thiotepa		Multiple products listed for IND 17497		Treatment of patients with lung or intestinal end organ failure in concert with severe immune deficiency		RH						2		S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17803		IND		31-Oct-17		ACTIVE		11/30/17						OTAT		OCTGT		Roswell Park Cancer Institute		CDX-1401/Poly-ICLC in combination with Decitabine and Nivolumab		Multiple products listed for IND 17803		Myelodysplastic Syndromes (MDS) or Low Blast Count AML		RH						1								6								UFP		CELL AND GENE THERAPY

		17590		IND		6-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Roswell Park Cancer Institute		NY-ESO-1 Protein with MIS416 Vaccine in Combination with Sirolimus		NY-ESO-1 Cancer Vaccine		Inducing Anti-Tumor Immunity in Ovarian, Fallopian Tube and Primary Peritoneal Cancer		RH						1								N								UFP		CELL AND GENE THERAPY

		17410		IND		20-Mar-17		ACTIVE		4/19/17						OTAT		OCTGT		Roswell Park Cancer Institute		NY-ESO-1 TCR/ dn TGF(beta)RII transgenic T cells		Multiple products listed for IND 17410		Advanced malignancies		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17527		IND		5-Jun-17		ACTIVE		7/5/17						OTAT		OCTGT		Roswell Park Cancer Institute		Autologous PBMNC Transduced with Retroviral Vector NY-ESO-1 TCR in Combination with Decitabine		Multiple products listed for IND 17527		Treatment of recurrent or refractory ovarian cancer		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17521		IND		17-Nov-17		HOLD		12/13/17		HOLD		12/13/17		OTAT		OCTGT		Maxcyte Inc		Autologous Peripheral Blood Leukocytes, Transfected via Electroporation to Express Human Mesothelin Chimeric Antigen Receptor mRNA		MCY-M11		Platinum Resistant High Grade Serous Adenocarcinoma of the Ovary, Primary Peritoneum, or Fallopian Tube or Peritoneal Mesothelioma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17891		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Ribas MD PhD, Antoni		RV-NYESO TCR PBMC, LV-NYESO TCR/sr39TK PBSC		No product listed for IND 17891		NY-ESO-1-positive relapsed or relapsed and refractory multiple myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17471		IND		1-May-17		ACTIVE		5/26/17						OTAT		OCTGT		Ribas MD PhD, Antoni		RV-NYESO TCR PBMC; LV-NYESO TCR/sr39TK PBSC		No product listed for IND 17471		Locally advanced or metastatic NY-ES0 -1 positive cancer		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17743		IND		27-Sep-17		HOLD		10/27/17		HOLD		10/27/17		OTAT		OCTGT		TissueTech Inc		Allogeneic Human Umbilical Cord Placental Tissue, Cryopreserved; Generic: Cryopreserved Human Umbilical Cord; Code: TTAX02		Umbilical Cord Tissue, Allogeneic, Human		To promote wound healing and closure of developmental defects during in-utero repair of severe spina bifida		CM						3		S1						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17890		IND		19-Dec-17		PENDING		12/19/17						OTAT		OCTGT		City of Hope National Medical Center		HER2(EQ)BB /CD19t+ T cells		No product listed for IND 17890		Recurrent or refractory malignat glioma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17638		IND		1-Aug-17		ACTIVE		8/31/17						OTAT		OCTGT		City of Hope National Medical Center		Allogeneic CD4+ T-cell-depleted HPC with Cyclophosphamide, Pentostatin, Anti-thymocyte globulin		Allogeneic Hemopoietic Stem Cells		Sickle Cell Disease		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17501		IND		9-Jun-17		ACTIVE		7/7/17						OTAT		OCTGT		Celgene		Autologous CD4+/CD8+ T Cells Expressing CD19 Chimeric Antigen Receptor(JCAR017)		No product listed for IND 17501		Relapsed/refractory aggressive B-cell non-Hodgkin lymphoma (NHL)		CM				G4		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17761		IND		5-Oct-17		ACTIVE		11/3/17						OTAT		OCTGT		Univ of Texas		Off-the-shelf, Expanded, Most Closely HLA Matched, Allogenic Adenovirus-Specific T cells		No product listed for IND 17761		Adenovirus related disease in immunocompromised patients		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17876		IND		12-Dec-17		PENDING		12/12/17						OTAT		OCTGT		Univ of Texas		Pembrolizumab, Clostridium novyi-NT		No product listed for IND 17876		Refractory Solid Tumors		RH				G8		1								8								UFP		CELL AND GENE THERAPY

		17742		IND		10-Oct-17		ACTIVE		11/9/17						OTAT		OCTGT		Univ of Texas		HPV-DP-5P and HPV-DP-7P peptide vaccine and Utomilumab Vaccine		Multiple products listed for IND 17742		Immunotherapy for HPV-16-positive incurable oropharyngeal cancer		RH						2								N								UFP		CELL AND GENE THERAPY

		17344		IND		6-Feb-17		ACTIVE		8/16/17		HOLD		3/8/17		OTAT		OCTGT		Univ of Texas		Autologous IL-21-Primed CD8+ Tumor Antigen-Specific T Cells		Multiple products listed for IND 17344		Treatment of Platinum Resistant Ovarian Cancer		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17757		IND		4-Oct-17		ACTIVE		11/3/17						OTAT		OCTGT		Univ of Texas		Allogeneic Umbilical Cord Blood (UCB) Derived NK Cells Expanded Ex Vivo		Umbilical Cord Blood (UCB) Derived NK Cells		Treatment of Solid Tumors		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17656		IND		11-Aug-17		ACTIVE		9/10/17						OTAT		OCTGT		Univ of Texas		Allogeneic Bone Marrow Derived Multipotent Mesenchymal Stromal Cells administered by Intravenous Infusion or Transendocardial Injection		Multiple products listed for IND 17656		Patients with Recent Onset of Anthracycline-Associated Cardiomyopathy		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17621		IND		21-Jul-17		WITHDRAWN		8/9/17						OTAT		OCTGT		Univ of Texas		Utomilumab and ISA101b Peptide Vaccination		Multiple products listed for IND 17621		Treatment for HPV-16-Positive Incurable Solid Tumors		RH						2								N								UFP		CELL AND GENE THERAPY

		17428		IND		31-Mar-17		ACTIVE		4/28/17						OTAT		OCTGT		Univ of Texas		Autologous T-cells Transduced with Lentiviral Vector Expressing CD33-Specific Chimeric Antigen Receptor Gene (CD33-CAR-T cells)		CD3+ T cells genetically modified using a lentiviral vector (INXN-2006) to co-express a CD33-specific CAR and the HER1t depletion marker		Patients with Relapsed or Refractory CD33-Positive Acute Myeloid Leukemia		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17356		IND		13-Feb-17		ACTIVE		3/15/17						OTAT		OCTGT		Univ of Texas		Autologous CD8+ Antigen-Specific T Cells and Anti-CTLA4		Multiple products listed for IND 17356		For patients with metastatic uveal melanoma		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17321		IND		13-Jan-17		ACTIVE		4/11/17		HOLD		2/10/17		OTAT		OCTGT		Univ of Texas		Allogeneic Donor Umbilical and Cord Blood derived CAR-CD19-CD28-Zeta-2a-iCasp9-IL15 Transduced NK Cells		Allogeneic Donor Umbilical and Cord Blood derived CAR-CD19-CD28-Zeta-2a-iCasp9-IL15 Transduced NK Cells		Treatment for relapsed/refractory B-lymphoid malignancies		RH				G4		2								N								UFP		CELL AND GENE THERAPY

		17378		IND		23-Feb-17		ACTIVE		3/25/17						OTAT		OCTGT		Univ of Texas		Ex-Vivo Expanded using MSC Derived from Bone Marrow, Fucosylated and Unmanipulated Alllogeneic unrelated Cord Blood, chemotherapy		Multiple products listed for IND 17378		Enhance homing and engraftment		RH						2		S3						9								UFP		CELL AND GENE THERAPY

		17314		IND		6-Jan-17		ACTIVE		5/5/17		HOLD		2/3/17		OTAT		OCTGT		Univ of Texas		Natural Killer (NK) Cells derived from ex vivo-expanded Cord Blood, Combined with Rituximab-High Dose Chemotherapy and Autologous Stem Cell Transplant		Multiple products listed for IND 17314		Immunotherapy for B-cell non-Hodgkin's lymphoma		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17731		IND		19-Dec-17		PENDING		12/19/17						OTAT		OCTGT		Amgen Inc		Autologous, CAR-T cells targeting delta-like ligand 3 (DLL3), transduced with third-generation SIN HIV-1 lentiviral vector, AMG 119		Multiple products listed for IND 17731		Relapsed/Refractory Small Cell Lung Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17383		IND		27-Feb-17		ACTIVE		3/29/17						OTAT		OCTGT		Fred Hutchinson Cancer Research Center		Autologous T-cells Transduced with Lentiviral Vector Expressing CD20-specific Chimeric Antigen Receptor Gene		No product listed for IND 17383		Treatment of Relapsed or Refractory B Cell Non-Hodgkin Lymphomas		RH				G1		2								N								UFP		CELL AND GENE THERAPY

		17855		IND		22-Nov-17		ACTIVE		12/21/17						OTAT		OBRR		National Institute of Diabetes, Digestive, & Kidney Diseases		Hepatitis B Immunoglobulin (human) and Peginterferon alfa-2a		Multiple products listed for IND 17855		Treatment of Chronic Hepatitis B Virus		RH						2								N								UFP		HEMATOLOGICS

		17473		IND		23-Jun-17		HOLD		7/20/17		HOLD		7/20/17		OTAT		OCTGT		Pfizer Inc		PF-06755347 (Recombinant Multimerized Human IgG1 Fc)		recombinant human Fc fragment containing human (h) Fc1 (hinge, CH2 and CH3 regions)		Treatment of chronic inflammatory demyelinating polyneuropathy (CIDP)		CM						1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17659		IND		1-Sep-17		ACTIVE		9/29/17						OTAT		OCTGT		BioMarin Pharmaceutical Inc		Adeno-Associated Virus Serotype 5 (AAV5) Expressing SQ form of Human Factor VIII (hFVIII-SQ) (BMN 270)		Adeno-Associated Virus Serotype 5 (AAV5) Vector Expressing hFVIII-SQ.		treatment of Hemophilia A		CM				G5		3						Breakthrough Therapy Designation		N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17217		IND		9-Jan-17		ACTIVE		2/8/17						OTAT		OCTGT		Ludwig Institute for Cancer Research		durvalumab (MEDI4736), Adenovirus Vector (Ad5/3-D24-GMCSF), Expressing GM-CSF (ONCOS-102)		Adenovirus Vector Type 3 (Ad5/3-D24-GMCSF)		Treatment of peritoneal cancer		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17480		IND		25-May-17		ACTIVE		6/23/17						OTAT		OCTGT		Ludwig Institute for Cancer Research		mRNAs Encoding Tumor Specific Antigens (MUC-1, Survivin, NY-ESO-1, 5T4, MAGE-C2 and MAGE-C1) with Durvalumab and Tremelimumab Administrated Intradermally		Multiple products listed for IND 17480		Non-small cell lung cancer		RH				G6		1								5								UFP		CELL AND GENE THERAPY

		17557		IND		19-Jun-17		ACTIVE		7/19/17						OTAT		OCTGT		Genentech Inc		RO7198457, Personalized Cancer Vaccine (PCV)		ROT 198457 RNA		Solid Tumors		CM						1								8								UFP		CELL AND GENE THERAPY

		17849		IND		21-Nov-17		ACTIVE		12/21/17						OTAT		OCTGT		Univ of Pennsylvania Medical Center		Autologous T cells Transduced with Lentiviral Vector (AntiBCMAbbz human) Expressing B-cell Maturation Antigen (BCMA)-specific Chimeric Antigen Receptor (CART-BCMA) with or without Autologous CD3+ T Cells Cultured with Anti-CD3 and Anti-CD28 Coated Magnetic Beads; Transduced with self-inactivating (SIN) Lentiviral Vector (CD19bbz-human Lot# 060713S12) Expressing Humanized CD19 Chimeric Antigen Receptor (huCART19); and chemotherapy		Multiple products listed for IND 17849		Treatment of multiple myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17871		IND		6-Dec-17		PENDING		12/6/17						OTAT		OCTGT		Fuchs MD, Ephraim J		Allogeneic HLA-matched or HLA-haploidentlcal Bone Marrow Transplant and Unstimulated Lukapheresed Peripheral Blood (DLI; T Cells) Donors that have been vaccinated  with VGX-3100 (IND 13683; Inovio vaccine) via electroporatlon by the Cellectra 2000; Chemotherapy		No product listed for IND 17871		Treatment of recurrent, human papillomavlrus associated (HPV*) oropharyngeal squamous cell carcinoma (OPSCC).		RH				G6		1		S1						N								UFP		CELL AND GENE THERAPY

		17711		IND		7-Sep-17		ACTIVE		10/6/17						OTAT		OCTGT		Cowan MD, Morton J		Autologous, bone marrow derived CD34+ cells transduced with lentiviral vector, expressing the human cDNA for DCLRE1C (Artemis) with the human Artemis promoter		Multiple products listed for IND 17711		Artemis-deficient severe combined immunodeficiency disease (ARTSCID)		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17313		IND		6-Jan-17		ACTIVE		2/3/17						OTAT		OCTGT		Kurtzberg MD, Joanne		Allogeneic human cord tissue-derived mesenchymal stromal cells (hCT-MSC)		Allogeneic human cord-tissue mesenchymal stromal cells (hCT-MSC)		Treatment of children with autism spectrum disorder (ASD)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17512		IND		23-May-17		EXEMPT		6/22/17						OTAT		OCTGT		Rizzieri MD, David A		G-CSF-mobilized peripheral blood stem cells (G-PBSCs)		No product listed for IND 17512		Acute Myeloid Leukemia		RH						3		S5						N								UFP		CELL AND GENE THERAPY

		17763		IND		5-Oct-17		ACTIVE		11/3/17						OTAT		OCTGT		Mendell MD, Jerry R		rAAVrh74.MHCK7.Micro-Dystrophin, Non-Replicating, Recombinant Adeno-Associated Virus, Seroype rh74 Containing a  Human Micro-Dystrophin Gene Controled by the Muscle-Specific MHCK7 Promoter		rAAVs, seroype rh74 expressing human micro-dystrophin with a muscle-specific [MHCK7] promoter (rAAVrh74.MHCK7.Micro-dystrophin)		Duchenne muscular dystrophy		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17650		IND		1-Sep-17		ACTIVE		9/29/17						OTAT		OCTGT		Bavarian Nordic A/S		Vaccinia Virus Vector (BN-Brachyury) and Fowlpox Virus Vector (FPV-Brachyury), Both Expressing Human Brachyury TAA, LFA-3, B7.1, and ICAM-1 Genes		Multiple products listed for IND 17650		Treatment of cancers that highly express Brachyury Tumor Associated Antigen (lung, ovarian, breast, prostate, colorectal, pancreatic or chordoma)		CM				G5		2								N								UFP		CELL AND GENE THERAPY

		17726		IND		4-Oct-17		WITHDRAWN		11/1/17						OTAT		OBRR		CSL Behring		Immune Globulin Intravenous (Human), Privigen (IgPro10)		Immune Globulin (Human)		Chronic Immune Thrombocytopenic Purpura (ITP)		CM						4								N								UFP		HEMATOLOGICS

		17625		IND		24-Jul-17		ACTIVE		8/23/17						OTAT		OCTGT		Gillanders MD, William E		Neoantigen DNA Vaccine +/- Durvalumab		Multiple products listed for IND 17625		Triple-Nagative Breast Cancer Disease following Standard Chemotherapy		RH				G5		1								5								UFP		CELL AND GENE THERAPY

		17596		IND		13-Jul-17		ACTIVE		8/10/17						OTAT		OCTGT		Gillanders MD, William E		Neoantigen DNA Vaccine		Multiple products listed for IND 17596		Pancreatic Cancer		RH				G6		1								N								UFP		CELL AND GENE THERAPY

		17322		IND		3-Feb-17		ACTIVE		3/3/17						OTAT		OCTGT		Advaxis Inc		Live Attenuated Listeria monocytogenes Expressing Personalized Tumor Antigens		Live Attenuated Listeria monocytogenes Expressing Personalized Tumor Antigens		treatment of metastatic cancer		CM				G8		1								N								UFP		CELL AND GENE THERAPY

		17603		IND		17-Jul-17		ACTIVE		8/16/17						OTAT		OCTGT		Zarour MD, Hassane M		PD-1 responder (PD-1 R) derived Fecal Microbiota Transplantation (FMT) + Pembrolizumab		Multiple products listed for IND 17603		PD-1 resistant/ refractory advanced melanoma		RH						2								8								UFP		CELL AND GENE THERAPY

		17796		IND		25-Oct-17		HOLD		11/22/17		HOLD		11/22/17		OTAT		OCTGT		Shapiro MD, Shane A		Autologous Adipose-derived Stromal Vascular Fraction (SVF)		Autologous, uncultured adipose derived mononuclear cells		Aerodigestive Fistulae		RH						1								N								UFP		CELL AND GENE THERAPY

		17660		IND		11-Aug-17		ACTIVE		9/7/17						OTAT		OCTGT		Williams MD, David A		Autologous CD34+ cells transduced ex vivo with Lentivirus expressing BB694 LCD(-HS4) bGp D12G5 shmiR		No product listed for IND 17660		Treatment of autologous CD34+ cells ex vivo for the treatment of Sickle Cell Disease		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17679		IND		23-Aug-17		ACTIVE		9/22/17						OTAT		OCTGT		Williams MD, David A		Autologous CD34+ cells transduced ex vivo with the lentiviral vector rHIV-IL2RcoG2SCID (G2SCID)		Lentiviral vector clinical batch		treatment of x-linked severe combined immunodeficiency syndrome		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17800		IND		26-Oct-17		ACTIVE		11/24/17						OTAT		OCTGT		Capricor Inc		Allogeneic Unrelated, Cardiosphere-Derived Cells		Allogeneic Cardiopshre-Derived Cells (CDCs)		Duchenne Muscular Dystrophy		CM						2		S3						N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17439		IND		12-Apr-17		ACTIVE		5/12/17						OTAT		OCTGT		Transgene SA		Pexa-Vec (pexastimogene devacirepvec, JX-594) vaccinia virus engineered to express GM-CSF, and nivolumab, PD-1 receptor blocking antibody.		Vaccina/GM-CSF Virus Expressing GM-CSF Gene		Treatment of hepatocellular carcinoma		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17851		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		National Cancer Institute		MVA-BN-Brachyury, M7824 (MSB001359C), ALT-803, and Epacadostat (INCB024360)		Multiple products listed for IND 17851		Metastatic Castration Resistant Prostate Cancer		CM				G5		1								8								UFP		CELL AND GENE THERAPY

		17764		IND		6-Nov-17		ACTIVE		12/6/17						OTAT		OCTGT		National Cancer Institute		Phase 1 Dose Escalation Study of CD19/CD22 Chimeric Antigen Receptor (CAR) T Cells in Children and Young Adults with Recurrent and Refractory CD19/CD22-expressing B Cell Malignancies.		No product listed for IND 17764		Recurrent or refractory, CD19/CD22-expressing, B cell acute lymphoblastic leukemia or lymphoma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17811		IND		20-Nov-17		ACTIVE		12/20/17						OTAT		OCTGT		National Cancer Institute		ETBX-071 (adenoviral PSA vaccine); ETBX-061 (adenoviral MUC1 vaccine); ETBX-051 (adenoviral brachyury vaccine)		No product listed for IND 17811		Metastatic Castration Resistant Prostate Cancer		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17676		IND		2-Oct-17		ACTIVE		11/1/17						OTAT		OCTGT		National Cancer Institute		Adenovirus Vector Type 5 Expressing CEA Gene; Adenovirus Vector Type 5 Expressing Muc1 Gene; and Adenovirus Vector Type 5 Expressing Brachyury Gene		No product listed for IND 17676		Advanced Cancer		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17628		IND		23-Oct-17		ACTIVE		11/21/17						OTAT		OCTGT		National Cancer Institute		Vaccinia Virus Vector (PROSTVAC-V), CV301 (MVA-BN-CV301) and MSB0011359C) Expressing PSA, CEA, MUC-1, LFA-3, B7.1, and ICAM-1		Multiple products listed for IND 17628		Biochemically Recurrent Prostate Cancer		CM				G5		2								6								UFP		CELL AND GENE THERAPY

		17712		IND		11-Sep-17		ACTIVE		10/11/17						OTAT		OCTGT		Inovio Pharmaceuticals Inc		DNA Plasmid Vectors pGXI 108 (encodes Prostate-specific Membrane Antigen (PSMA)), pGXl404 (encodes Wilms' tumor gene 1 (WT1) antigen)), pGXl434 (encodes Human Telomerase Reverse Transcriptase (hTERT))  and  DNA Plasmid Vectors pGX6001 ((IL-12) p35 and p40 subunit proteins))		Multiple products listed for IND 17712		Treatment of Bladder Cancer (Urothelial Cancer, UCa)		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17671		IND		8-Sep-17		ACTIVE		10/6/17						OTAT		OCTGT		Inovio Pharmaceuticals Inc		INO-5401 (DNA plasmids pGX1108, pGX1404, and pGX1434) and INO-9012 (DNA plasmid pGX6001) delivered by electroporation using CELLECTRA 2000 in combination with REGN2810 [Fully Human   Monoclonal Antibody to Programmed Death-1 (PD-1)]		No product listed for IND 17671		Treatment of Glioblastoma (GBM)		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17666		IND		31-Aug-17		ACTIVE		9/29/17						OTAT		OBRR		Grifols Therapeutics Inc		Immune Globulin (Human)		Immune Globulin (Human) Serum, Intravenous		Passive pre-exposure prophylaxis of HAV		CM						4								N								UFP		HEMATOLOGICS

		17637		IND		13-Nov-17		ACTIVE		12/13/17						OTAT		OCTGT		ReNeuron Group PLC		Allogeneic Human Neural Stem Cells (CTX0E03 DP) transduced with a retroviral vector expressing myc with ReNeuron-specific delivery device.		Multiple products listed for IND 17637		Treatment of patients with stable, moderate or moderately severe residual disability following an ischemic stroke		CM				G1		2								5								UFP		CELL AND GENE THERAPY

		17324		IND		17-Jan-17		ACTIVE		2/16/17						OTAT		OCTGT		Hare MD, Joshua M		Allogeneic Umbilical Cord Tissue derived Mesenchymal Stem Cells (UCMSCs) and Bone Marrow derived Human Mesenchymal Stem Cells (BMMSCs)		Multiple products listed for IND 17324		Cytokine suppression in patients with chronic inflammation due to Metabolic syndrome.		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		16897		IND		31-Jan-17		ACTIVE		4/11/17		HOLD		3/2/17		OTAT		OBRR		Green Cross Corp		Immune Globulin Intravenous (Human), 10% (GC 5107)		No product listed for IND 16897		For the treatment of primary humoral deficiency (PHID)		CM						3								N								UFP		HEMATOLOGICS

		17449		IND		14-Apr-17		ACTIVE		5/12/17						OTAT		OCTGT		Cairo MD, Mitchell S		Viral Specific Cytotoxic T-Cells		T-Cells, Allogeneic, Related Donor, EBV-Specific		Adenovrius, Epstein-Barr Virus, Cytomegalovirus		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17400		IND		23-Mar-17		ACTIVE		4/22/17						OTAT		OCTGT		Bluebird Bio Inc		Autologous T Lymphocyte-enriched Cells Tranduced with Lentiviral Vector Encoding a Chimeric Antigen Receptor Targeting B Cell Maturation Antigen (anti-BCMA02 CAR); Cultured with a Phosphatidylinositol 3-kinase Inhibitor		No product listed for IND 17400		Treatment of multiple myeloma and lymphoma		CM				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17522		IND		1-Jun-17		ACTIVE		7/1/17						OTAT		OCTGT		Block MD PhD, Matthew S		Autologous Dendritic Cells derived from PBMC pulsed with Prevnar (Pneumococcal 13-valent Conjugate Vaccine [(Diphtheria CRM197 Protein),Pembrolizumab [MK-3475 (anti-PD-1 antibody), [Keytruda], following Cryoablation Therapy		Autologous Dendritic Cells derived from PBMC		Immunotherapy for metastatic unresectable melanoma		RH						2		S4						N								UFP		CELL AND GENE THERAPY

		17815		IND		7-Nov-17		ACTIVE		12/7/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Autologous Natural Killer T cells transduced with a retroviral vector expressing GD2-specific chimeric antigen receptor and interleukin-15 (GD2.CAR NKT cells)		No product listed for IND 17815		Relapsed and Refractory Neuroblastoma		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17588		IND		5-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Tumor-Associated Antigen (TAA)-Specific Cytotoxic T Lymphocytes (CTLs) (TACTOPS)		No product listed for IND 17588		Treatment of pancreatic cancer patients with metastatic or locally advanced unresectable or resectable disease		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17586		IND		5-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Tumor-Associated Antigen (TAA)-Specific Cytotoxic T Lymphocytes (CTLs)		No product listed for IND 17586		Treatment of breast cancer patients with metastatic or locally recurrent unresectable disease as measured by clinical benefit rate according to RECIST criteria		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17461		IND		25-Apr-17		ACTIVE		5/25/17						OTAT		OCTGT		Center for Cell and Gene Therapy		Autologous T-Cells Transduced with Retroviral Vectors Expressing a second Generation Chimeric Antigen Receptor CD5.CAR		No product listed for IND 17461		Relapsed/refractory CD5+ T cell malignancies		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17391		IND		20-Mar-17		ACTIVE		4/19/17						OTAT		OBRR		CSL Behring LLC		C1 Esterase Inhibitor (Human)		C1 Esterase Inhibitor, Human		Chronic treatment of refractory antibody mediated rejection (AMR) in adult kidney transplant recipients in combination with i.v. immunoglobulin containing regimens		CM						3								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17335		IND		1-Feb-17		ACTIVE		3/3/17						OTAT		OCTGT		Borrello MD, Ivan		Lenalidomide with or without Allogeneic Myeloma GM-CSF Vaccine (Irradiated H929, U266 and K562/GM-CSF cells)		Multiple products listed for IND 17335		Treatment of Multiple Myeloma		RH						2		S4						N								UFP		CELL AND GENE THERAPY

		17690		IND		28-Aug-17		ACTIVE		9/27/17						OTAT		OCTGT		Childs MD, Richard W		Autologous enriched T cells (CD8+/CD34+) Transduced with Retroviral Vector (HERV-E TCR CD34t 7G1) Expressing HERV-E T cell Receptor Gene		No product listed for IND 17690		Clear cell Renal Cell Carcinoma		RH				G4										N								UFP		CELL AND GENE THERAPY

		17348		IND		7-Feb-17		ACTIVE		3/9/17						OTAT		OCTGT		Childs MD, Richard W		Allogeneic Cord Blood-derived Ex Vivo Expanded with or without Allogeneic Haploidentical Donor Co-transplantation		Multiple products listed for IND 17348		Severe Aplastic Anemia (SAA) and Myelodysplastic Syndrome (MDS)		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17504		IND		1-Jun-17		ACTIVE		6/30/17						OTAT		OCTGT		Govindan MD, Ramaswamy		Pilot Feasibility Study of the Combination of a Personalized Therapeutic Anti-tumor Vaccine with Pembrolizumab		Multiple products listed for IND 17504		Non-Small Cell Lung Cancer		RH						1								N								UFP		CELL AND GENE THERAPY

		17748		IND		1-Dec-17		ACTIVE		12/29/17						OTAT		OCTGT		Juno Therapeutics Inc		Autologous CD4+ and CD8+ T Cells (JCARH125) Transduced with Replication-Incompetent, Self-Inactivating (SIN) Lentiviral Vector(v20008) encoding Chimeric Antigen Receptor (CAR-T) and B-Cell Maturation Antigen (BCMA)		Autologous CD4+ and CD8+ T cells Transduced with Self-Inactivating (SIN) Lentiviral Vector (v20008) Expressing CD19-specific Chimeric Antigen Receptor (CAR) (JCAR0125)		Immunotherapy for relapsed or refractory multiple myeloma		CM				G1		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17678		IND		23-Aug-17		ACTIVE		12/13/17		HOLD		9/22/17		OTAT		OCTGT		Bleakley MD PhD, Marie		Allogenic CD8+ and CD4+ Memory T Cells Transduced with a Lentiviral Vector (LV; pRRLSIN) Containing iC9-HA1 TCR2-RQR-CD8 transgene to Express an HA-1-Specific T cell Receptor		Multiple products listed for IND 17678		Patients with persistent or recurrent acute leukemia undergoing or following HCT		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17584		IND		3-Jul-17		ACTIVE		12/15/17		HOLD		8/2/17		OTAT		OCTGT		Wake Forest Institute for Regenerative Medicine		Autologous corporal smooth muscle cells (SMC) and endothelia cells(EC) seeded on decellularized corpora cavernose.		Multiple products listed for IND 17584		Repair or replace irreversibly damaged penile corpora		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17583		IND		3-Jul-17		HOLD		8/2/17		HOLD		8/2/17		OTAT		OCTGT		Wake Forest Institute for Regenerative Medicine		Autologous Urothelial Cells (UC) and Smooth Muscle Cells (SMC) Seeded on a Polyglycolic Acid (PGA) Bladder Shaped Scaffold		Multiple products listed for IND 17583		Subjects with Fibrotic Contracted Bladder		RH						2		S5						5								UFP		CELL AND GENE THERAPY

		17562		IND		22-Jun-17		ACTIVE		9/20/17		HOLD		7/21/17		OTAT		OCTGT		Bollard MD, Catherine		Autologous ex vivo expanded HIV-1 specific T-cells (HST-NEETs)		No product listed for IND 17562		Therapy in HIV-infected individuals suppressed on antiretroviral therapy (ART)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17762		IND		5-Oct-17		ACTIVE		10/11/17						OTAT		OCTGT		Kiromic Inc		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor, Tumor Necrosis Factor-alpha, Interleukin-1beta, Pulsed with Tumor Antigens and Followed by Low Dose Interleukin-2		Multiple products listed for IND 17762		Hematological malignancies		CM						1								N								UFP		CELL AND GENE THERAPY

		17669		IND		25-Aug-17		ACTIVE		9/24/17						OTAT		OBRR		Cambium Medical Technologies LLC		Fibrinogen-Depleted Human Platelet Lysate		Multiple products listed for IND 17669		Dry Eye Secondary to Graft vs. Host Disease		CM						1								N								UFP		HEMATOLOGICS

		17482		IND		5-May-17		EXEMPT		5/16/17						OTAT		OCTGT		Ramsingh MD, Giridharan		HLA-mismatched allogeneic cellular therapy (Microtransplantation)		No product listed for IND 17482		Intermediate-Risk Acute Myeloid Leukemia <60 years		RH						2								N								UFP		CELL AND GENE THERAPY

		17619		IND		4-Aug-17		ACTIVE		9/1/17						OTAT		OCTGT		Kite Pharma Inc		Autologous Anti-BCMA CAR TCells, transduced with a self-inactivating (SIN) lentiviral vector encoding an anti-B-cell maturation antigen (BCMA) CD28/CD3-zeta chimeric antigen receptor (KITE-585)		autologous T cells genetically modified ex vivo to express a chimeric antigen receptor (CAR) that specifically recognizes B-cell maturation antigen (KITE-585)		For the treatment of patients with relapsed/refractory multiple myeloma (RRMM)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17523		IND		5-Jul-17		ACTIVE		8/4/17						OTAT		OCTGT		Baxalta US Inc		Adeno-Associated Virus 8 Vector (AAV8) expressing codon optimized human B-domain deleted Factor VIII [BAX 888]		recombinant adeno-associated virus (AAV) vector containing a single-stranded DNA of a B-domain-deleted human factor VIII (BDD-FVIIIopt) cDNA		Treatment of hemophilia A		CM				G5		1								1								UFP		CELL AND GENE THERAPY

		17857		IND		24-Nov-17		ACTIVE		12/22/17						OTAT		OCTGT		Seattle Children's Research Institute		Autologous T cells Selected with CliniMACS CD8 and CD4 reagent systems Transduced with A Self-Inactivating Lentiviral Vector Expressing HER-2-specific Chimeric Antigen Receptor and truncated EGF Receptor		No product listed for IND 17857		Treatment of Her2 positive  recurrent/refractory pediatric brain tumors.		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17723		IND		18-Sep-17		ACTIVE		10/18/17						OTAT		OCTGT		Seattle Children's Research Institute		Defined Composition CD4 and CD8 T Cells Lentivirally Transduced to Express a Second Generation 4-1BB:zeta CD22 CAR-EGFRt and a Second Generation 4-1BB:zeta CD19 CAR-Her2tG		No product listed for IND 17723		CD19+CD22+ Leukemia and lymphoma		RH				G1										N								UFP		CELL AND GENE THERAPY

		17476		IND		2-May-17		ACTIVE		6/1/17						OTAT		OCTGT		Seattle Children's Research Institute		Defined composition CD4 and CD8 T Cells Lentivirally Transduced to Express a Second Generation 4-1BB:zeta CD22 CAR and EGFRt		Definied Composition CD4 and CD8 T Cells Lentivirally Transduced to Express 2nd gen 4-1BB:zeta CD22 CAR and EGFRt		CD22+ Malignancies		RH				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17323		IND		17-Jan-17		ACTIVE		4/4/17		HOLD		3/10/17		OTAT		OCTGT		Seattle Children's Research Institute		Autologous CD4 and CD8 T Cells Transduced to Express a Truncated CD19 (CD19t) Transgene		Autologous CD4+ and CD8+ T Cells Transduced with Self-Inactivating Lentiviral Vector to Expressing a CD19-Truncated Protein (T-APC); Cultured with IL-2, IL-7 and IL-15		Treatment of patients with CD19+ Malignancies		RH				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17427		IND		4-Apr-17		ACTIVE		9/7/17		HOLD		7/24/17		OTAT		OCTGT		Boston Biomedical Inc		DSP 7888 Dosing Emulsion [DSP - 7888 K (killer Peptide) + DSP - 7888 H (Helper Peptide) derived from WT1 protein] + Montanide		DSP-7888		Recurrent or Progressive Glioblastoma following Initial Therapy		CM						1								N								UFP		CELL AND GENE THERAPY

		17593		IND		11-Jul-17		ACTIVE		9/20/17		HOLD		7/24/17		OTAT		OCTGT		Boston Biomedical Inc		DSP 7888 Dosing Emulsion [DSP - 7888 K (killer Peptide) + DSP - 7888 H (Helper Peptide) derived from WT1 protein] + Montanide in combination with Immune Checkpoint Inhibitors Nivolumab or Atezolizumab		Multiple products listed for IND 17593		Advanced Solid Tumors		CM						1								N								UFP		CELL AND GENE THERAPY

		17861		IND		18-Dec-17		PENDING		12/18/17						OTAT		OCTGT		Moderna Therapeutics Inc		mRNA (CX-012908) Expressing KRAS Mutations (G12C, C12V, G12D, and G13D) and mRNA(CX-012871) Expressing Transmembrane Protein 173 (TMEM173); in a Lipid Nanoparticle; and Pembrolizumab		No product listed for IND 17861		Solid tumors harboring KRAS mutations		CM				G6		1								8								UFP		CELL AND GENE THERAPY

		17390		IND		12-May-17		ACTIVE		6/11/17						OTAT		OCTGT		Moderna Therapeutics Inc		mRNA-4157, an mRNA-based personalized cancer vaccine		mRNA		treatment of patients with solid tumors		CM				G6		1								6								UFP		CELL AND GENE THERAPY

		17843		IND		20-Dec-17		PENDING		12/20/17						OTAT		OCTGT		Voyager Therapeutics		Adeno-Associated Virus Serotype 2 (VY-AADC02) Expressing Human Aromatic L-Amino Decarboxylase		No product listed for IND 17843		treatment of Parkinson's Disease		CM				G5		2				FR				N								UFP		CELL AND GENE THERAPY

		17830		IND		30-Nov-17		HOLD		12/29/17		HOLD		12/29/17		OTAT		OBRR		Inhibrx 101 LP		Human Alpha-1 Antitrypsin IgG4 Fc Fusion Protein		No product listed for IND 17830		Chronic Augmentation and Maintenance Therapy in Adults with Emphysema due to Congenital Deficiency of A1PI, also known as Alpha-1 Antitrypsin Deficiency (AATD)		CM						1								N								UFP		HEMATOLOGICS

		17571		IND		17-Jul-17		ACTIVE		8/16/17						OTAT		OCTGT		Unum Therapeutics Inc		Autologous T-cells Transduced with Retroviral Vector Expressing Antibody-coupled T-cell Receptors CD16V-41BB-CD3zeta; and a non-fucosylated IgG1 subclass monoclonal antibody targeting BCMA (SEA-BCMA)		Multiple products listed for IND 17571		Treatment of relapsed or refractory multiple myeloma		CM				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17446		IND		27-Apr-17		ACTIVE		5/26/17						OTAT		OCTGT		Unum Therapeutics Inc		1) ACTR707, autologous T cells expressing antibody-coupled T cell receptor (ACTR; CD16V-CD28-CD3?), administered by IV infusion& 2) Rituximab, a CD20-directed cytolytic antibody, administered by IV infusion		ACTR707; ACTR T-cell product; autologous T cells expressing antibody-coupled T-cell receptors (ACTR; CD16V-CD28-CD3zeta)		Treatment of relapsed or refractory CD20+ B cell lymphoma in combination with rituximab		CM				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17318		IND		11-Jan-17		WITHDRAWN		2/7/17						OTAT		OBRR		Protease Pharmaceuticals Inc		Recombinant Alpha-1 antitrypsin: Pulmaris		Recombinant Alpha-1 Proteinase Inhibitor expressed in yeast		Infusion Therapy for A1AD		CM						1								N								UFP		HEMATOLOGICS

		17878		IND		13-Dec-17		PENDING		12/13/17						OTAT		OBRR		Levine MD, John E		Alpha-1-antitrypsin (AAT, Alpha-1-Proteinase Inhibitor, A1P1) Glassia (Kamada)		Alpha-1-antitrypsin		Pre-Emption of Steroid-Refractory Acute GVHD		RH						1								N								UFP		HEMATOLOGICS

		17658		IND		30-Aug-17		ACTIVE		9/29/17						OTAT		OCTGT		Sangamo Therapeutics		Autologous Hematopoietic Stem and Progenitor Cells (HSPC) Transfected with mRNA Modified by CD34+ using Zinc Finger Nuclease (ZFN)		Multiple products listed for IND 17658		Treatment of beta-thalassemia		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17695		IND		12-Sep-17		PARTIAL HOLD		10/12/17		PARTIAL HOLD		10/12/17		OTAT		OCTGT		Solid Biosciences LLC		Adeno-Associated Virus Vector Serotype 9 (rAAV9) with a 5-repeat human microdystrophin expression cassette (h-micro D5) under control of a synthetic muscle-specific regulatory cassette (CK8), derived from the human muscle creatine kinase promoter and enhancer expressing functional microdystropin in muscle tissue; (rAA V9-CK8-h micro D5) /SGT-001		No product listed for IND 17695		For the treatment of Duchenne Muscular Dystrophy		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17475		IND		11-Aug-17		ACTIVE		9/10/17						OTAT		OBRR		Bio Products Laboratory Limited		Human Rabies Immuno Globulin (HRIG)		Human Rabies Immune Globulin (HRIG)		Post-exposure prophylaxis of rabies infection in persons after exposure to scratches, bites or other injuries including mucous membrane contamination with infectious tissue, such as saliva, caused by a rabid animal.		CM						3								N								UFP		HEMATOLOGICS

		17436		IND		6-Apr-17		ACTIVE		5/5/17						OTAT		OCTGT		Bachanova MD PhD, Veronika		HLA-haploidentical or HLA-mismatched related donor nicotinamide expanded-natural killer (NAM-NK) cell based therapy		Peripheral blood mononuclear cells (PBMC)		Relapsed/Refractory Multiple Myleoma and Relapsed/Refractory CD20-positive non-Hodgkin Lymphoma		RH						1		S4						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17713		IND		18-Oct-17		ACTIVE		11/17/17						OTAT		OCTGT		SillaJen Biotherapeutics		Vaccinia/GM-CSF Virus (human, recombinant, monkey, DynCorp) Expressing GM-CSF Gene Administered in Combination with PD1 Inhibitor; Administered intravenous or intratumoral		Vaccina/GM-CSF Virus Expressing GM-CSF Gene		Metastatic or Unresectable Renal Cell Carcinoma (RCC)		CM						1								N								UFP		CELL AND GENE THERAPY

		17180		IND		9-Jan-17		WITHDRAWN		2/1/17						OTAT		OBRR		Biotest AG		Immune Globulin Intravenous (Human), 10% Liquid ([IgG Next Generation (BT595)]		Immune Globulin Intravenous (Human), 10% Liquid, IgG Next Generation (BT595)		Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)		CM						3								N								UFP		HEMATOLOGICS

		17520		IND		13-Jun-17		ACTIVE		7/13/17						OTAT		OBRR		Biotest AG		Immune Globulin Intravenous (Human), 10% Liquid; IgG Next Generation (BT595)		Immune Globulin Intravenous (Human), 10% Liquid; IgG Next Generation (BT595)		Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)		CM						3								N								UFP		HEMATOLOGICS

		17696		IND		17-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		Atara Biotherapeutics Inc		ATA188 or allogeneic latency-2 EBV-targeted cytotoxic T lymphocytes  (allogeneic L2-EBV-CTLs)		No product listed for IND 17696		Multiple Sclerosis		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17269		IND		1-Feb-17		ACTIVE		3/3/17						OTAT		OCTGT		Institut de Recherches Internationales Servier		UCART19-S68587		UCART 19/S 68587		Relapsed/Refractory B-cell Acute Lymphoblastic Leukemia		CM				G4		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17546		IND		30-Jun-17		ACTIVE		7/28/17						OTAT		OCTGT		Ultimovacs AS		Human telomerase reverse transcriptase subunit (hTERT) Synthetic Peptides (UV1); and GM-CSF		Three synthetic peptides, one (30-mer (P719-20)) and two (15-mer (P728 and P725)		Treatment of malignant melanoma		CM						1								8								UFP		CELL AND GENE THERAPY

		17812		IND		15-Nov-17		PARTIAL HOLD		12/15/17		PARTIAL HOLD		12/15/17		OTAT		OCTGT		REGENXBIO Inc		Recombinant adeno-associated virus serotype 9 (AAV9) expressing human iduronate-2-sulfatase expression cassette; (AAV9.CB7.hIDS) [RGX-121 ]		Recombinant adeno-associated virus serotype 9 expressing human iduronate-2-sulfatase expression cassette		Treatment of Mucopolysaccharidosis Type II (MPS II)		CM				G5		1				FR				N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17565		IND		6-Jul-17		PARTIAL HOLD		8/4/17		PARTIAL HOLD		8/4/17		OTAT		OCTGT		REGENXBIO Inc		Adeno-associated Virus Serotype 9 Capsid Containing Human Iduronidase Expression Cassette		Multiple products listed for IND 17565		Treatment of Mucopolysaccharidosis type I (MPS I)		CM				G5		1								N		ORPHAN DESIGNATION		RARE PEDIATRIC DISEASE				UFP		CELL AND GENE THERAPY

		17280		IND		6-Jan-17		ACTIVE		2/3/17						OTAT		OCTGT		REGENXBIO Inc		Adeno-Associated Virus (AAV) Serotype 8, Expressing anti-Vascular Endothelial Growth Factor (VEGF) Antigen-Binding Factor (Fab) (RGX-314  )		Recombinant adeno-associated virus serotype 8; expressing anti-vascular endothelial growth factor (VEGF) antibody fragment [Antigen-Binding Factor (Fab) (RGX-314)]		Treatment of neovascular (wet) age-related macular degeneration (nAMD)		CM				G5		1								N								UFP		CELL AND GENE THERAPY

		17320		IND		31-Jan-17		WITHDRAWN		3/2/17						OTAT		OCTGT		REGENXBIO Inc		Recombinant adeno-associated virus (rAAV) serotype 9, expressing human iduronidase (hIDUA) (RGX-111)		adeno-associated virus (rAAV) serotype 9 (AAV9.CB7.hIDUA (RGX-111) expressing human iduronidase		Treatment of Mucopolysaccharidosis Type I (MPS I)		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17491		IND		17-May-17		ACTIVE		6/16/17						OTAT		OCTGT		Innate Immunotherapeutics Ltd		MIS416 (Bacteria derived microparticles (Propionibacterium acnes) containing muramyl dipeptidesand nucleic acid fragments)		Multiple products listed for IND 17491		Treatment of Secondary Progressive Multiple Sclerosis		CM				G8		2								N								UFP		CELL AND GENE THERAPY

		17765		IND		11-Oct-17		ACTIVE		11/9/17						OTAT		OCTGT		Lineberger Comprehensive Cancer Center		Autologous Peripheral Blood Mononuclear Cells Activated with anti-CD3 and anti-CD28, Transduced with Retroviral Vector (SFG.CAR.CD138hCD8a.4-1BBz) Expressing CD138 Chimeric Antigen Receptor (CAR138 T-cells)		Multiple products listed for IND 17765		Treatment of Multiple Myeloma		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17835		IND		15-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		Lineberger Comprehensive Cancer Center		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec]; Nivolumab (OPDIVO; BMS-936668; MDX1106; ONO-4538)		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Immunotherapy for malignant pleural effusion		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17744		IND		27-Oct-17		ACTIVE		11/21/17						OTAT		OCTGT		Eureka Therapeutics Inc		Autologous T cells transduced with lentiviral vector expressing ARTEMIS Chimeric Antigen Receptor Targeting CD19		No product listed for IND 17744		relapsed/refractory CD19+ Non-Hodgkin's lymphoma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17307		IND		3-Jan-17		ACTIVE		11/2/17		HOLD		8/31/17		OTAT		OCTGT		Cellectis SA		Allogeneic, Non-Allo-Reactive (TCR and RQR8 edited by TALEN) T-cells Transduced with a Lentiviral Vector Expressing an Anti-CD123 CAR CAR+TCR??-		Multiple products listed for IND 17307		Acute Myeloid Leukemia		CM				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17464		IND		10-May-17		ACTIVE		6/9/17						OTAT		OBRR		Bioverativ Therapeutics Inc		BIVV001 (rFVIIIFc-VWF-XTEN)/Treatment of hemophilia A		rFVIIIFc-VWF-XTEN  (BIVV001)		Treatment of Hemophilia A		CM						1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17270		IND		12-Jan-17		ACTIVE		4/27/17		HOLD		2/10/17		OTAT		OCTGT		ViaCyte Inc		Allogeneic human embryonic stem cells (CyT49) differentiated and expanded to pancreatic endoderm progenitor cell aggregates (PEC-01) and encapsulated in perforated device (PD20 and PD300)		Multiple products listed for IND 17270		Type 1 Diabetes Mellitus and Hypoglycemia Unawareness		CM						1		S3						5						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17776		IND		13-Nov-17		ACTIVE		12/13/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, avelumab, and aldoxorubicin hydrochloride		Multiple products listed for IND 17776		Pancreatic Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17538		IND		15-Jun-17		ACTIVE		7/15/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic NKCells (NK-92) Transformed with CD16.158V and Intracellular ER IL-2; Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin), Yeast Vectors Expressing Antigens (Mutant Ras, Brachyury, CEA), IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NAb-Paclitaxel, Bevacizumab, Avelumab, Rituximab		Multiple products listed for IND 17538		triple negative breast cancer (TNBC)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17537		IND		14-Jun-17		ACTIVE		7/14/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92), Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin), Yeast Vectors Expressing Antigens (CEA, Brachyury), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NaB-Paclitaxel, Bevacizumab, and Avelumab		Multiple products listed for IND 17537		Indication: Melanoma		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17536		IND		13-Jun-17		ACTIVE		7/13/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Vectors Expressing Antigens (Brachyury, Mucin), Brachyury Yeast Vaccine (GI-6301) and IL-15 (ALT-803) in Combination with Cyclophosphamide, Cisplatin, Capecitabine, Fluorouricil, Leucovorin, nAb-Naclitaxel, Bevacizumab, Avelumab, and Omega-3-Acid Ethyl Esters.		Multiple products listed for IND 17536		Indication: Merkel Cell Carcinoma (MCC)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17709		IND		22-Sep-17		ACTIVE		10/20/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, and avelumab		Multiple products listed for IND 17709		Pancreatic cancer		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17545		IND		16-Jun-17		ACTIVE		7/14/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (CD16.158V and ER IL-2), Adenovirus (Expressing HER2, Brachyury, Mucin), Yeast Vector (Expressing Ras, Brachyury), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NAb-Paclitaxel, Bevacizumab, and Avelumab		Multiple products listed for IND 17545		Ovarian Cancer		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17794		IND		8-Dec-17		PENDING		12/8/17						OTAT		OCTGT		NantKwest Inc		NK-92/5.28.z (HER2.taNK), Allegeneic clonal cell line generated from NK-92 cell line expressing a second generation chimeric antigen receptor (CAR), administered by intravenous (IV) infusion.		No product listed for IND 17794		Metastatic or Locally Advanced HER2-positive Solid Tumors		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17701		IND		21-Nov-17		ACTIVE		12/21/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92) transformed with high affinity CD16 and intracellular IL-2, Adenovirus vectors expressing antigens (CEA, brachyury, mucin, HER2), yeast vectors expressing antigens (mutant Ras, brachyury, CEA), IL-15 (ALT-803), and Aldoxorubicin HCL in combination with low dose chemotherapy, radiation, and antibody treatments		Multiple products listed for IND 17701		Treatment of squamous cell carcinoma		CM				G4		1								6								UFP		CELL AND GENE THERAPY

		17700		IND		21-Nov-17		ACTIVE		12/20/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92) transformed with high affinity CD16 and intracellular IL-2, Adenovirus vectors expressing antigens (brachyury, CEA, mucin), yeast vector expressing cancer antigens (CEA, brachyury, mutated RAS), IL-15 (ALT-803), and Aldoxorubicin HCl in combination with chemotherapy, radiation, and antibody treatments.		No product listed for IND 17700		Triple Negative Breast Cancer (TNBC).		CM				G1		1								6								UFP		CELL AND GENE THERAPY

		17535		IND		12-Jun-17		ACTIVE		7/12/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin, HER2), Yeast Vectors Expressing Antigens (Mutant Ras, Brachyury, CEA), and IL-15 (ALT-803) in Combination with Chemotherapy, Radiation, and Antibody Treatments.		Multiple products listed for IND 17535		Head and neck squamous cell carcinoma (HNSCC)		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17534		IND		9-Jun-17		ACTIVE		7/7/17						OTAT		OCTGT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Expressing Mucin (Ad5 [E1-E2b]-muc1), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, Nab-paclitaxel, Bevacizumab, Avelumab, Rituximab, and Omega-3-Acid Ethyl Esters.		Multiple products listed for IND 17534		non-Hodgkin lymphoma		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17394		IND		17-Mar-17		ACTIVE		4/16/17						OTAT		OCTGT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, and avelumab		Multiple products listed for IND 17394		Metastatic pancreatic adenocarcinoma		CM				G4		1								N								UFP		CELL AND GENE THERAPY

		17781		IND		3-Nov-17		ACTIVE		12/3/17						OTAT		OBRR		Emergent BioSolutions Canada Inc.		ZIKV-IG (Anti-Zika Immune Globulin (Human))		Anti-Zika Immune Globilin		Prophylaxis of Zika virus in at-risk populations, including women of child-bearing potential and pregnant women.		CM						1				FR				N								UFP		HEMATOLOGICS

		17627		IND		24-Aug-17		ACTIVE		9/23/17						OTAT		OBRR		Emergent BioSolutions Canada Inc.		Anti-Influenza Immune Globulin Intravenous (Human)(FLU-IGIV )		Human Anti-Influenza Immune Globulin (FLU-IG)		Treatment of serious influenza infection in hospitalized patients		CM						2								N								UFP		HEMATOLOGICS

		17489		IND		1-Jun-17		ACTIVE		6/30/17						OTAT		OCTGT		Creelan MD, Ben		Nivolumab and Tumor Infiltrating Lymphocytes (TIL) Vaccine		Multiple products listed for IND 17489		Treatment of patients with Advanced non-small cell lung cancer		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17498		IND		1-Jun-17		ACTIVE		6/29/17						OTAT		OCTGT		Q Therapeutics, Inc		Allogeneic Human Fetal-derived Glial Restricted Progenitor Cells		Multiple products listed for IND 17498		For the treatment of patients with Transverse Myelitis		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17445		IND		12-May-17		WITHDRAWN		6/13/17						OTAT		OCTGT		Cellscript LLC		RNA-based and/or Cell-based Autologous Therapy		No product listed for IND 17445		Cancers		CM						1								N								UFP		CELL AND GENE THERAPY

		17617		IND		19-Jul-17		ACTIVE		8/17/17						OTAT		OCTGT		Gregory MD, Kenton W		Autologous Bone Marrow Mononuclear Cells		Bone Marrow Mononuclear Cells; Autologous		Treatment lower extremity compartment syndrome		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17694		IND		30-Aug-17		ACTIVE		12/22/17		HOLD		9/29/17		OTAT		OCTGT		Merin MD PhD, Noah		Haploidentical Stem CellTransplantation with CD56-Enriched Donor Cell Infusion		No product listed for IND 17694		Relapsed/Refractory lymphoma or myeloma		RH						1								N								UFP		CELL AND GENE THERAPY

		17730		IND		20-Sep-17		EXEMPT		10/6/17						OTAT		OCTGT		Merin MD PhD, Noah		Allogeneic, HLA-Mismatched Peripehral Mononuclear Cells following  Blinatumomab; Infusion		Haploidentical Stem Cell Transplant; allogeneic		Treatment of patients  with relapsed/refractory CD19+ ALL.		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17693		IND		30-Aug-17		ACTIVE		9/29/17						OTAT		OCTGT		Andtbacka, Robert		Nivolumab (OPDIVO, BMS-936558, MDX1106, ONO-4538) HFIO 9 (Herpes Simplex Virus type 1 (HSV-1) strain HP clone 10)		Mutant Herpes Simplex Virus type 1 Clone		Immunotherapy for resectable stage IIIB, IIIC, IVMla melanoma		RH				G5		2								6								UFP		CELL AND GENE THERAPY

		17838		IND		16-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		McBride MD, Kim L		Adeno-associated virus serotype 9 expressing human iduronate 2-sulfatase (IDS) gene (scAAV9.mCMV.hIDS)		No product listed for IND 17838		treatment of mucopolysaccharidosis type II		RH				G5		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17819		IND		9-Nov-17		WITHDRAWN		11/16/17						OTAT		OCTGT		Wang PhD, Hongjun		Autologous Adipose-derived Mesenchymal Stem Cells		No product listed for IND 17819		Treatment of diabetes		RH						1								N								UFP		CELL AND GENE THERAPY

		17836		IND		15-Nov-17		ACTIVE		12/15/17						OTAT		OCTGT		Wang PhD, Hongjun		Autologous adipose derived mesenchymal stromal cells		Autologous Adipost Tissue		Patients with newly diagnosed type 1 diabetes		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17448		IND		13-Apr-17		HOLD		5/12/17		HOLD		5/12/17		OTAT		OCTGT		Emvolio Inc		Autologous Dendritic Cells derived from PBMC, Cultured with Cytokines and Leukocyte Lysate (Transfer Factor); Administered  Intravenously, (StemVacs)		Autologous Dendritic Cells derived from PBMC		Treatment for solid tumors		CM						1		S4						N								UFP		CELL AND GENE THERAPY

		17662		IND		15-Aug-17		HOLD		9/14/17		HOLD		9/14/17		OTAT		OCTGT		infirst Healthcare Ltd		Granulox 10% Hemoglobin Spray (porcine hemoglobin)		10% Hemoglobin spray		Slow healing and chronic wounds		CM						3				FR		Breakthrough Therapy Designation		3								UFP		HEMATOLOGICS

		17868		IND		5-Dec-17		ACTIVE		1/4/18						OTAT		OCTGT		Archer PhD, Gary E		Autologous DCs derived from PBMC loaded with RNA encoding the Human Cytomegalovirus Matrix Protein, pp65 or Influenza Virus Matrix 1 (M1) Protein and Peripheral Blood Mononuclear Cells administered with GM-CSF as an Adjuvant		Multiple products listed for IND 17868		Immunotherapy for stage IV glioblastoma multiforme (GBM)		RH						2		S4						N								UFP		CELL AND GENE THERAPY

		17573		IND		28-Jun-17		HOLD		7/28/17		HOLD		7/28/17		OTAT		OCTGT		Archer PhD, Gary E		Autologous Dendritic Cells derived from PBMC pulsed with CMV pp65-LAMP mRNA, HIV gag p24 LAMP mRNA and Tetanus Diphtheria Toxoid Vaccine with and without Varlilumab		Autologous Dendritic Cells derived from PBMC		Immunotherapy for malignant brain tumors		RH				G5		2								N								UFP		CELL AND GENE THERAPY

		17528		IND		22-Jun-17		ACTIVE		7/21/17						OTAT		OCTGT		Janssen Research and Development LLC		JNJ-64041757 (ADU-214), a live-attenuated, double-deleted (LADD) strain of Listeria monocytogenes engineered to express human EGFRvIII (5X) and Mesothelin fusion protein, in combination with Nivolumab (BMS-936558/MDX-1106)		Multiple products listed for IND 17528		Non-small cell lung cancer (NSCLC)		CM				G8		2								N								UFP		CELL AND GENE THERAPY

		17484		IND		8-May-17		ACTIVE		6/7/17						OTAT		OCTGT		Mackall MD, Crystal L		Autologous T-cells transduced with bivalent lentiviral vector (CD19/CD22.BB.z) chimeric antigen receptor (CAR); following fludarabine and cyclophosphamide		Multiple products listed for IND 17484		Recurrent or refractory B Cell malignancies		RH				G1		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17639		IND		28-Aug-17		HOLD		9/27/17		HOLD		9/27/17		OTAT		OCTGT		Ever Supreme Bio Technology		Allogeneic Human Umbilical Cord Blood Derived Stem Cells		Stem Cells, Human, Allogeneic, Cord-blood derived		Treatment of ST-elevation acute myocardial infarction.(STEMI)		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17368		IND		7-Mar-17		ACTIVE		4/6/17						OTAT		OCTGT		Papivax Biotech Inc		Heterologous HPV16 Vaccine, pNGVL4a-Sig/E7(detox)/HSP70, A Naked DNA Vaccine ("prime") and Tissue Antigen-Cervical Intraepithelial Neoplasia (TA-CIN) Fusion Protein comprised of HPV16 L2, E7 and E6 Proteins linked in Tandem ("boost"), Given Sequentially		Multiple products listed for IND 17368		Treatment of cervical cancer		CM				G6		2								N								UFP		CELL AND GENE THERAPY

		17677		IND		23-Aug-17		ACTIVE		9/22/17						OTAT		OCTGT		Longeveron LLC		Longeveron Mesenchymal Stem Cells; LMSCs; allogeneic human mesenchymal stem cells; bone marrow-derived allogeneic human mesenchymal cells (dosage form = intramyocardial injection)		No product listed for IND 17677		Hypoplastic left heart syndrome (HLHS)		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17746		IND		28-Sep-17		ACTIVE		10/27/17						OTAT		OCTGT		Isakoff MD PhD, Steven J		Four, 9-mer peptides that target tumor associated antigens -TAA, specifically XBP1, CD138 and CSI with Montanide ISA 720 VG VACCINE; co-administered with Pembrolizumab; [PVX-410]		Multiple products listed for IND 17746		treat Metastatic Triple Negative Breast Cancer (TNBC)		RH						1								8								UFP		CELL AND GENE THERAPY

		17657		IND		11-Aug-17		ACTIVE		9/8/17						OTAT		OCTGT		McDermott MD, Mary		DNA Plasmid Vector (pCK-HGFX7) Expressing Human Hepatocyte Growth Factor		Human Hepatocyte Growth Factor Gene (DNA Plasmid Vector, pCK-HGFX7)		Treatment of peripheral artery disease		CM				G6		2								N								UFP		CELL AND GENE THERAPY

		17779		IND		31-Oct-17		HOLD		11/30/17		HOLD		11/30/17		OTAT		OCTGT		Dib MD, Nabil		Autologous Bone Marrow Derived Progenitor Cells (t2c001) via Flowfusion  ND Infusion Catheter		Multiple products listed for IND 17779		to reduce the risk of death and hospitalization in patients with chronic ischemic heart failure and reduced ejection fraction		RH						1		S2						8								UFP		CELL AND GENE THERAPY

		17364		IND		14-Feb-17		ACTIVE		3/16/17						OTAT		OCTGT		Pulsipher MD, Michael A		Partially-HLA matched Allogeneic multivirus-specific T cell (VSTs)		Multiple products listed for IND 17364		Recipients of hematopoietic stem cell transplantation or diagnosis of a form of primary immunodeficiency disorder as treatment of persistent infection or reactivation(s) with CMV, adenovirus, and/or EBV		RH						1		S1						N								UFP		CELL AND GENE THERAPY

		17649		IND		7-Aug-17		ACTIVE		9/6/17						OTAT		OCTGT		MiMedx Group Inc		Allogeneic Micronized Dehydrated Human Annion/Chorion Membrane (micronized dHACM)		Human amniotic membrand		moderate or severe pain due to Achilles tendonitis with failed conservative treatment for at least I month.		CM						3		S3						3								UFP		CELL AND GENE THERAPY

		17719		IND		15-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		MiMedx Group Inc		Allogeneic Micronized Dehydrated Human Annion/Chorion Membrane (micronized dHACM)		Human amniotic membrane		Treatment of knee osteoarthritis		CM						2								N								UFP		CELL AND GENE THERAPY

		17629		IND		25-Jul-17		ACTIVE		8/21/17						OTAT		OCTGT		Fehniger MD PhD, Todd		Allogeneic HLA-Matched Related or Unrelated Natural Killer Cells (Miltenyi, CD56+), Cultured with Cytokines; in Combination with Chemotherapy		Multiple products listed for IND 17629		Relapsed AML after Allogeneic Hematopoietic Cell Transplant in Chlidren and Young Adults		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17733		IND		22-Sep-17		HOLD		10/20/17		HOLD		10/20/17		OTAT		OCTGT		Barrett MD PhD, David		CMV pp65 Peptide-Stimulated Allogeneic Lymphocytes Processed Using Miltenyi CliniMACS Cytokine Capture System (IFN-gamma, CD45)		No product listed for IND 17733		Treatmentof Refractory CMV with CytotoxicT cells in Children, Adolescents and Young Adults and Treatment of BK Virus Infection with Cytotoxic T cells in Patients Following Allogeneic Stem Cell Transplant		RH						1		S1						9								UFP		CELL AND GENE THERAPY

		17518		IND		26-May-17		ACTIVE		6/23/17						OTAT		OCTGT		Shah MD, Nirav		Autologous T-Cells Engineered to Contain an Anti-CD19 and Anti-CD20 scFv Coupled to CD3 zeta and 4-1BB Signaling Domains (CliniMACS Prodigy)		Multiple products listed for IND 17518		Patients with relapsed and/or refractory CD19 or CD20 positive B cell malignancies		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17767		IND		21-Nov-17		ACTIVE		12/21/17						OTAT		OCTGT		Meridigen Biotech Co., Ltd.		Allogeneic Human Umbilical Cord-derived Mesenchymal Stem Cells (hUC-MSCs)		Multiple products listed for IND 17767		Bronchopulmonary Dysplasia		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17768		IND		7-Nov-17		ACTIVE		12/7/17						OTAT		OCTGT		Sernova Corp		Allogeneic Islet Cells Transplanted in a Polypropylene Mesh Pouch [Sernova Cell Pouch]		Multiple products listed for IND 17768		Type 1 Diabetes Mellitus		CM						1		S3						5								UFP		CELL AND GENE THERAPY

		17689		IND		28-Aug-17		ACTIVE		9/27/17						OTAT		OCTGT		Vu MD, Tuan		Allogeneic Human Umbilical Cord Blood		Cord Blood, Human, Allogeneic		Amyotrophic Lateral Sclerosis		RH						1								N								UFP		CELL AND GENE THERAPY

		17422		IND		29-Mar-17		WITHDRAWN		4/28/17						OTAT		OCTGT		Cuff MD, Robert F		Use of the PalinGlen Flow on walking distances among patients with single leg claudication		Multiple products listed for IND 17422		To evaluate the vascular regenerative stimulatory properties of mesenchymal stromal cell (present in PalinGen Flow) in the setting of claudication		RH						1		S5						N								UFP		CELL AND GENE THERAPY

		17395		IND		10-Apr-17		ACTIVE		5/10/17						OTAT		OCTGT		Fate Therapeutics Inc		Allogeneic Related Peripheral Blood Mononuclear Cell-Derived Natural Killer Cells and Monoclonal Antibody		Multiple products listed for IND 17395		Advanced late-stage solid tumors		CM						1		S4						N								UFP		CELL AND GENE THERAPY

		17349		IND		7-Feb-17		ACTIVE		3/8/17						OTAT		OCTGT		Emani MD, Sitaram M		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and ex vivo Expanded Mesenchymal Precursor Cells/MPCs [Rexlemestrocel-L]		Allogeneic, Bone Marrow-derived, Immuno-selected, and ex vivo Expanded Mesenchymal Precursor Cells		treatment of Hypoplastic Left Heart Syndrome (HLHS)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17715		IND		13-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		Green MD, Damian		Autologous T-cells (CD4 and CD8) transduced with self-inactivating (SIN) lentiviral vector to express a B-cell maturation agent (BCMA) - specific chimeric antigen receptor (CAR).		Multiple products listed for IND 17715		For patients with advanced multiple myeloma (MM) with a confirmed diagnosis of BCMA+ MM		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17707		IND		15-Sep-17		PARTIAL HOLD		10/13/17		PARTIAL HOLD		10/13/17		OTAT		OCTGT		TiGenix S.A.U		Human Expanded Allogeneic Stem Cells derived from Adipose Tissue (Cx601-0302)		Human Expanded Allogeneic Stem Cells derived from Adipose Tissue		Treatment of Complex perianal fistula(s) in adult patients with Crohn's disease.		CM						3		S3						N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17735		IND		1-Nov-17		ACTIVE		12/1/17						OTAT		OCTGT		Cartesian Therapeutics, Inc.		Autologous mRNA-transfected CD8+ T-cells transiently expressing a Chimeric Antigen Receptor for B-Cell Maturation Antigen; IV Administration (Descartes-08)				Multiple Myeloma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17826		IND		13-Nov-17		HOLD		12/13/17		HOLD		12/13/17		OTAT		OCTGT		Voos MD, James		Autologous Bone Marrow - Derived Mesenchymal Stem Cells (MSCs)		Autologous human bone marrow derived mesenchymal stem cells		A single intra-articular injection of MSC's for the treatment of knee osteoarthritis and chondral defects of the knee		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17275		IND		3-Jan-17		ACTIVE		2/2/17						OTAT		OCTGT		BioRestorative Therapies Inc		BRTX-100 (formerly brtxDISC), a human somatic cell therapy derived from autologous bone marrow and blood		No product listed for IND 17275		Treatment of chronic lower lumbar disc disease		CM						2		S3						N								UFP		CELL AND GENE THERAPY

		17897		IND		22-Dec-17		PENDING		12/22/17						OTAT		OCTGT		Gedaly MD, Roberto		Autologous Regulatory T cell Infusion with Zortress (Everolimus)		No product listed for IND 17897		Treatment of end-stage renal disease listed for primary solitary kidney transplant		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17898		IND		22-Dec-17		PENDING		12/22/17						OTAT		OCTGT		Kammula MD, Udai S		Autologous Tumor Infiltrating Lymphocytes Ex Vivo Expanded		No product listed for IND 17898		Treatment of metastatic uveal melanoma.		RH						2		S3						N								UFP		CELL AND GENE THERAPY

		17903		IND		27-Dec-17		PENDING		12/27/17						OTAT		OBRR		Rashidi MD PhD, Armin		Human Cytomegalovirus (CMV)-Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate early 2 and pp65 proteins; chick embryo fibroblasts; City of Hope Center for Biomedicine and Genetics) Vaccine (CMV-MVA), Live, Attenuated		Human Cytomegalovirus (CMV) - Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate-early 2, & pp65 proteins; chick embryo fibroblasts; City of Hope for Biomedicine & Genetics) Vaccine (CMV-MVA), Live, Attenuated		Research study to examine whether treatment will reduce relapse in lymphoma or myeloma patients who have undergone autologous hematopoietic cell transplants		RH						1								N								UFP		CELL AND GENE THERAPY

		17409		IND		17-Mar-17		ACTIVE		4/14/17						OTAT		OBRR		Oliver Jr MD, William C		ATryn, Antithrombin alfa, Antithrombin-(recombinant)		No product listed for IND 17409		Maintain optimum AT activity in post cardiotomy ECMO patients		RH						1								N								UFP		CELL AND GENE THERAPY

		17841		IND		17-Nov-17		ACTIVE		12/17/17						OTAT		OCTGT		Chien MD, A. Jo		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec] (T-VEC) in combination of with Paclitaxel and Endocrine Therapy		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Immunotherapy for metastatic, unresectable, or locoregionally recurrent breast cancer		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17747		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Translate Bio		MRT5005 mRNA/Cholesterol nanoparticle expressing human CFTR protein		No product listed for IND 17747		Treatment of Cystic Fibrosis (CF)		RH				G6		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17887		IND		21-Dec-17		PENDING		12/21/17						OTAT		OCTGT		Treos Bio Zrt.		Six pepties from seven CRC cell tumor antigens (PolyPEPI1018) in Montanide		No product listed for IND 17887		Add-on immunotherapy to the standard-of-care treatment of colorectal cancer in patients identified as likely responders using a companion in vitro diagnostic test.		CM						1								N								UFP		CELL AND GENE THERAPY

		17341		IND		6-Feb-17		ACTIVE		3/8/17						OTAT		OCTGT		Braunschweig MD, Ira		Autologous T-Cells Expressing Anti-NY-ESO-1 murine T cell Receptor Gene		Multiple products listed for IND 17341		Treatment of Metastatic Cancer		RH				G4		1								N								UFP		CELL AND GENE THERAPY

		17850		IND		30-Nov-17		HOLD		12/29/17		HOLD		12/29/17		OTAT		OBRR		Octapharma Pharmazeutika Produktionsges.m.b.H		Alpha-1 Proteinase Inhibitor (Human) [A1PI] for Intravenous Administration		Pooled Human Plasma		Alpha-1-antitrypsin deficiency and clinical evidence of emphysema		CM						2								N								UFP		HEMATOLOGICS

		17515		IND		14-Jun-17		ACTIVE		7/13/17						OTAT		OCTGT		Octapharma Pharmazeutika Produktionsges.m.b.H		Double-blind, Randomized, Placebo-Controlled Phase lll Study Evaluating Efficacy and Safety of Subcutaneous Human lmmunoglobulin 16.5% OCTANORM) in Patients With Dermatomyositis		No product listed for IND 17515		Treatment of Dermatomyositis		CM						3								N								UFP		HEMATOLOGICS

		17752		IND		31-Oct-17		HOLD		11/30/17		HOLD		11/30/17		OTAT		OCTGT		MeiraGTx UK II Ltd		Adeno-associated virus vector containing DNA encoding a human CNGB3 gene (AAV2/8-hCARp.hCNGB)		No product listed for IND 17752		Treatment of achromatopsia owing to defects in CNGB3		CM				G5		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		16886		IND		5-Jul-17		ACTIVE		10/17/17		PARTIAL HOLD		8/4/17		OTAT		OCTGT		MeiraGTx UK II Ltd		Adeno-associated viral vector containing DNA encoding a human RPE65 gene (AAV2/5-OPTIRPE65)		Adeno-associated viral vector ; allo		Treatment of of Leber congenital amaurosis associated with defects in RPE65 (LCA2).		CM				G5		1						Breakthrough Therapy Designation		N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17683		IND		24-Aug-17		ACTIVE		9/23/17						OTAT		OBRR		Virginia Zoological Park		Snake Venom Antisera		Snake Venom Antisera		Treatment of envenomation		RH						2								N								UFP		HEMATOLOGICS

		17506		IND		14-Jun-17		ACTIVE		7/14/17						OTAT		OCTGT		Neovacs Inc		IFN-K-001 (Interferon-kinoid, intramuscular injection)		Multiple products listed for IND 17506		Treatment of Dermatomyositis (DM)		CM						2								N								UFP		CELL AND GENE THERAPY

		17559		IND		30-Jun-17		ACTIVE		7/28/17						OTAT		OCTGT		Vericel Corp		MACI ? (autologous cultured chondrocytes on porcine collagen membrane		cultured chondrocytes on porcine collagen membrane, Autologous		Treatment of symptomatic, single or multiple full-thickness articular chondral or osteochondral  defects of the knee due to osteochondritis dissecans or acute trauma in pediatric patients ages 10 to 17.		CM				G5		3								5								UFP		CELL AND GENE THERAPY

		17362		IND		7-Mar-17		ACTIVE		5/30/17		HOLD		4/6/17		OTAT		OCTGT		Angiocrine Bioscience Inc		Allogeneic expanded cord blood-derived hematopoietic stem and progenitor cells formulated in a DMSO-based cryoprotectant in a closed-system cryobag, and cryopreserved.		Multiple products listed for IND 17362		Hematologic and immune reconstitution in patients who have received myeloablation conditioning		CM						1		S1						N								UFP		CELL AND GENE THERAPY

		17479		IND		4-May-17		ACTIVE		5/31/17						OTAT		OCTGT		Aljitawi MD, Omar		Hyperbaric Oxygen (HBO) use prior to Autologous PBSC Transplantation ; Chemotherapy		PBSC, Autologous		Treatment of patients with Multiple Myeloma.		RH						2		S5						N								UFP		CELL AND GENE THERAPY

		17373		IND		22-Feb-17		ACTIVE		3/24/17						OTAT		OCTGT		Aljitawi MD, Omar		Umbilical Cord Blood Stem Cell Transplantation with Hyperbaric Oxygen and Hyperbaric Oxygen Chamber		No product listed for IND 17373		Treatment of Patients with AML ALL, Hodgkins disease , or Non-Hodgkins Lymphoma receiving umbilical cord blood stem cell transplants		RH						2		S1						N								UFP		CELL AND GENE THERAPY

		17490		IND		26-May-17		ACTIVE		6/23/17						OTAT		OCTGT		DiscGenics		Allogeneic Adult Disc-Derived Progenitor Cells with Sodium Hyaluronate Solution, Administered Percutaneously		Multiple products listed for IND 17490		Degenerative disc disease (DDD)		CM						1		S1						8								UFP		CELL AND GENE THERAPY

		17697		IND		3-Nov-17		ACTIVE		12/1/17						OTAT		OCTGT		Pharmicell Co., Ltd		Autologous bone marrow-derived mesenchymal stem cells		Autologous Bone Marrow Derived Mesenchymal cells		Treatment of patients with Alcoholic Liver Cirrhosis		CM						1								N								UFP		CELL AND GENE THERAPY

		17708		IND		22-Sep-17		ACTIVE		10/22/17						OTAT		OCTGT		Taiga Biotechnologies Inc		TBX-3400: autologous human PBMCs treated with the protein TBX 4000 (Tat-MYC) using the CliniMACS Prodigy system		autologous human PBMC		Stage III and IV melanoma resistant or refractory to treatment with immune checkpoint inhibitors		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17672		IND		25-Aug-17		HOLD		9/22/17		HOLD		9/22/17		OTAT		OCTGT		Univ of Kansas Medical Center		Allogeneic, Umbilical Cord-Derived Mesenchymal Stem Cells, ex-vivo, Cultured, and Expanded Wharton's Jelly MSC.		Umbilical Cord		high-risk acute or steroid-refractory acute graft-versus-host disease		RH						1		S3						N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17598		IND		2-Aug-17		ACTIVE		9/1/17						OTAT		OCTGT		Bamboo Pharmaceuticals		Adeno-associated Virus Vector (AAV) Serotype 9 Expressing Human Mini-dystrophin Gene		Multiple products listed for IND 17598		treatment of Duchenne Muscular Dystrophy (DMD).		CM				G5		1								N		ORPHAN DESIGNATION						UFP		CELL AND GENE THERAPY

		17404		IND		13-Mar-17		ACTIVE		4/12/17						OTAT		OCTGT		Byrne MD PhD, Barry J		rAAV9-DES-hGAA		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Pompe disease		RH				G5		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17392		IND		6-Mar-17		WITHDRAWN		3/15/17						OTAT		OCTGT		Byrne MD PhD, Barry J		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Treatment of Pompe Disease		RH				G5		1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17403		IND		13-Mar-17		ACTIVE		4/12/17						OTAT		OCTGT		Glassberg MD, Marilyn K		Allogeneic human mesenchymal stem cells (hMSCs)		Allogeneic Human Mesenchymal Stem Cells		Idiopathic Pulmonary Fibrosis		RH						1		S3						N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17684		IND		24-Aug-17		HOLD		9/22/17		HOLD		9/22/17		OTAT		OCTGT		University College London		Adeno-Associated Virus Vector expressing human Factor VIII gene [AAV2/8-HLP-FVIII-V3]		Adeno-Associated Virus Vector expressing human Factor VIII gene [AAV2/8-HLP-FVIII-V3]		to treat Hemophilia A		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17367		IND		28-Feb-17		ACTIVE		3/30/17						OTAT		OCTGT		Audentes Therapeutics, Inc.		AT132 (rAAV8-Des-hMTM1)		adeno-associated viral vector (AAV8-Des-hMTM1), serotyperAAV8-expressing the human MTM1 gene		X-linked myotubular myopathy (XLMTM)		CM				G5		1				FR				N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17499		IND		17-May-17		ACTIVE		6/16/17						OTAT		OCTGT		Dietz PhD, Allan		Autologous Adipose Derived Mesenchymal Stem Cells		Autologous Adipose Derived Mesenchymal Stem Cells		Degenerative Disc Disease		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17460		IND		25-Apr-17		ACTIVE		5/25/17						OTAT		OCTGT		Dietz PhD, Allan		Autologous Adipose Derived Mesenchymal Stem Cells		Adipose Tissue		treatment of traumatic spinal cord injury		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17804		IND		31-Oct-17		EXEMPT		11/13/17						OTAT		OBRR		Gibbons MD, Christopher		Gamunex-C, [Immune Globulin Injection (Human), 10% Caprylate/Chromatography Purified]		No product listed for IND 17804		Immune mediated small fiber neuropathy		RH						2								N								UFP		HEMATOLOGICS

		17653		IND		5-Sep-17		ACTIVE		10/5/17						OTAT		OCTGT		Invectys		INVAC-1, a double stranded DNA plasmid construct encoding a modified human telomerase reverse transcriptase (hTERT) protein		a double stranded DNA plasmid		High Risk Chronic Lymphocytic Leukemia		CM				G6		2								N								UFP		CELL AND GENE THERAPY

		17718		IND		15-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		Univ of Alabama at Birmingham		A Pilot Study of ex vivo expanded/Activated gamma delta T-cell Infusion Following Haploidentical Hematopoietic Stem Cell Transplantation and Post-Transplant Cyclophosphamide		No product listed for IND 17718		Hematopoietic malignancies (acute and chronic leukemia, multiple myeloma, non-hodgkins lymphoma)		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17331		IND		29-Mar-17		ACTIVE		4/28/17						OTAT		OCTGT		Astellas Institute for Regenerative Medicine		Allogeneic Human Embryonic Stem Cell Derived Retinal Pigment Epithelial (hESC-RPE) Cells		Human Embryonic Stem Cell-derived retinal pigment epithelium		Advanced Dry Age Related Macular Degeneration		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17424		IND		30-Mar-17		WITHDRAWN		5/18/17						OTAT		OCTGT		Kaminetzky MD, David		Allogeneic G-CSF Mobilized, Non-myeloablative  Matched HLA or Haploidentical Related PBSC Transplant followed by  High-Dose Cyclophosphamide, Mycophenolate mofetil and Tacrolimus		PBSC; ALLOGENEIC		Treatment of hematopoietic malignancies		RH						2		S2						6								UFP		CELL AND GENE THERAPY

		17816		IND		7-Nov-17		ACTIVE		12/7/17						OTAT		OCTGT		Patel, Amit		DNA Plasmid Vector Expressing S100A1, SDF-1alpha and VEGF165 Genes Administered via Advance Coronary Sinus Infusion Catheter		No product listed for IND 17816		Congestive Heart Failure for LVAD Patients		RH				G6		1								5								UFP		CELL AND GENE THERAPY

		17805		IND		9-Nov-17		WITHDRAWN		11/15/17						OTAT		OCTGT		Chiappori MD, Alberto		Autologous Dendritic Cells Infected with Adenovirus Vector Type 5 Expressing p53 (Ad.p53-DC); Administered subcutaneously and Ipilimumab and Nivolumab		Multiple products listed for IND 17805		Treatment of relapsed small cell lung cancer (SCLC)						G5		2								N								UFP		CELL AND GENE THERAPY

		17837		IND		16-Nov-17		HOLD		12/14/17		HOLD		12/14/17		OTAT		OCTGT		Chiappori MD, Alberto		Autologous Dendritic Cells Infected with Adenovirus Vector Type 5 Expressing p53 (Ad.p53-DC); Administered subcutaneously and Ipilimumab and Nivolumab		No product listed for IND 17837		Small cell lung cancer		RH				G5		2								6								UFP		CELL AND GENE THERAPY

		17883		IND		14-Dec-17		PENDING		12/14/17						OTAT		OBRR		Planinsic MD, Raymond		Four-Factor Prothrombin Complex Concentrate (Human) [KCENTRA]		No product listed for IND 17883		Coagulopathy during liver transplantation after confirming prolonged tissue factor-triggered clotting time over 78 seconds per routine thromboelastometry and clinical diagnosis of microvascular bleeding		RH						1								N								UFP		HEMATOLOGICS

		17798		IND		25-Oct-17		HOLD		11/22/17		HOLD		11/22/17		OTAT		OCTGT		StemImmune		Autologous Stromal Vascular Fraction (SVF) and Vaccinia Virus (ACAM2000)		Multiple products listed for IND 17798		Treatment of localized prostate cancer		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17568		IND		26-Jun-17		ACTIVE		7/26/17						OTAT		OCTGT		Cooley MD, Sarah		Allogeneic, Related-donor, CMV Positive Natural Killer Cells and Interleukin-2		Multiple products listed for IND 17568		Ovarian, Fallopian tube and Primary Peritoneal Cancer		RH						1								N								UFP		CELL AND GENE THERAPY

		17606		IND		17-Jul-17		ACTIVE		11/17/17		HOLD		8/16/17		OTAT		OCTGT		Cooley MD, Sarah		Allogeneic Alpha/Beta T Cell-Depleted Hematopoietic Stem Cells; ALT-803 (Interleukin-15 complex)		Multiple products listed for IND 17606		Newly diagnosed acute myeloid leukemia (AML), treatment-related/secondary AML, and myelodysplastic syndrome (MDS).		RH						2		S1						N								UFP		CELL AND GENE THERAPY

		17634		IND		9-Aug-17		ACTIVE		9/8/17						OTAT		OCTGT		Applied Genetics Technologies Corp		Recombinant Adeno-Associated Virus (rAAV) Vector expressing a human Retinitis Pigmentosa GTPase Regulator (RPGR) gene [rAAV2tYF-GRK1-RPGRco; AGTC-501]		recombinant adeno-associated virus (rAAV) vector expressing a human retinitis pigmentosa GTPase regulator (RPGR) gene		to treat X-linked retinitis pigmentosa (XLRP) with mutations in RPGR-ORF15		CM				G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		UFP		CELL AND GENE THERAPY

		17786		IND		20-Oct-17		ACTIVE		11/19/17						OTAT		OBRR		Fernandez MD, Luis		Ruconest; C1 esterase inhibitor [recombinant]		C1 esterase inhibitor [recombinant]		To reduce the incidence of delayed graft function (DGF) in recipients of kidneys obtained from donation after cardio-circulatory death (DCD)		RH						1								N								UFP		HEMATOLOGICS

		17365		IND		15-Feb-17		ACTIVE		3/15/17						OTAT		OCTGT		Northwestern Univ		Allogeneic, Human Neural Stem Cells (NSC) Transduced with HB1.F3.CD-CRAd-S-pk7; Administered via injection Intracranially.		Allogeneic, Human Neural Stem Cells (NSC) Transduced with HB1.F3.CD-CRAd-S-pk7;		Treatment of Malignant Glioma		RH				G1		1								N								UFP		CELL AND GENE THERAPY

		17481		IND		19-May-17		ACTIVE		6/16/17						OTAT		OCTGT		United Neuroscience Ltd		UBITh? AD Immunotherapeutic Vaccine		Multiple products listed for IND 17481		Alzheimer's Disease		CM						2								N								UFP		CELL AND GENE THERAPY

		17578		IND		12-Jul-17		ACTIVE		8/11/17						OTAT		OCTGT		VBI Vaccines Inc		VBI-1901: enveloped virus-like particle (eVLP) expressing a human cytomegalovirus (HCMV) glycoprotein B (gB) protein and human Cytomegalovirus (HCMV) phosphoprotein 65 (pp65)		Bivalent eVLPs expressing human CMV antigens gB and pp65		Treatment of Glioblastoma Multiforme (GBM)		CM				G6		1				FR				N								UFP		CELL AND GENE THERAPY

		17470		IND		1-May-17		WITHDRAWN		6/14/17						OTAT		OCTGT		Sanford Research		Autologous Th-1 Dendritic Cells derived from PBMC, loaded with Tumor Lysate plus mRNA Vaccine		Multiple products listed for IND 17470		Treatment for newly diagnosed or relapsed poor-prognosis CNS tumors in pediatric and young adult patients		RH						1		S4						N								UFP		CELL AND GENE THERAPY

		17363		IND		14-Feb-17		ACTIVE		3/16/17						OTAT		OCTGT		Center for Cancer Research		Tremelimumab, solution for infusion; Durvalumab, solution for infusion; Pexastimogene Devacirepvec (Pexa Vec), solution for infusion		Multiple products listed for IND 17363		Refractory metastatic colorectal cancer		RH				G5		2								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17753		IND		3-Oct-17		ACTIVE		11/2/17						OTAT		OCTGT		Center for Cancer Research		Autologous T-cells Transduced with Retroviral Vector Expressing T-cell Receptors for Patient-Specific Neoantigens		Multiple products listed for IND 17753		Metastatic solid cancers		RH				G4		2								N								UFP		CELL AND GENE THERAPY

		17614		IND		19-Jul-17		HOLD		8/18/17		HOLD		8/18/17		OTAT		OCTGT		Center for Cancer Research		Neoantigen-reactive Tumor-Infiltrating Lymphocytes with CRISPR/Cas9-mediated CISH gene inactivation		No product listed for IND 17614		Metastatic gastrointestinal epithelial cancer		RH						1								N						RARE DISEASE		UFP		CELL AND GENE THERAPY

		17564		IND		23-Jun-17		ACTIVE		7/21/17						OTAT		OCTGT		Center for Cancer Research		Autologous Mature DCs Pulsed with Long Peptides and Minimal Epitopes from Defined Neoantigens or Highly Expressed Mutations in Tumor Suppressor or Driver Genes (Vaccine)		Autologous Mature DCs		Immunotherapy for metastatic melanoma or epithelial cancer		CM						2		S4						N								UFP		CELL AND GENE THERAPY

		17433		IND		31-May-17		ACTIVE		6/30/17						OTAT		OCTGT		Immatics US Inc		Autologous T-cells Transduced with Lentiviral Vector Expressing MAGE A4 or A8 T-cell Receptor Gene		No product listed for IND 17433		Recurrent or refractory advanced squamous non-small cell lung cancer and head and neck squamous cell carcinoma		CM				G1		1								N								UFP		CELL AND GENE THERAPY

		17387		IND		2-Mar-17		WITHDRAWN		3/29/17						OTAT		OCTGT		Bydon MD, Mohamad		Autologous Adipose Derived Mesenchymal Stromal Cells		No product listed for IND 17387		Spinal Cord Injury		RH						1		S3						N								UFP		CELL AND GENE THERAPY

		17533		IND		7-Jun-17		ACTIVE		7/7/17						OTAT		OCTGT		Posselt MD PhD, Andrew		Allogeneic Human Pancreatic Islets Cells (human, UCSF) Administered via Endoscopic Gastrointestinal Submucosal Injection		Islet cells, allogeneic		Treatment of type 1 diabetes.		RH						1								N								UFP		CELL AND GENE THERAPY

		17698		IND		28-Sep-17		ACTIVE		10/26/17						OTAT		OCTGT		Pishvaian MD PhD, Michael		CV301 (MVA-BN-CV301 and FPV-CV301) Expressing CEA, MUC-1, LFA-3, B7.1, and ICAM-1		Multiple products listed for IND 17698		Metastatic colorectal of Pancreatic adenocarcinoma		RH				G5		1								N								UFP		CELL AND GENE THERAPY

		17310		IND		30-Jan-17		ACTIVE		3/1/17						OTAT		OCTGT		PersImmune, Inc.		Allogeneic Cytotoxic T-Cells (CTC) cultured with patient-specific peptides		Multiple products listed for IND 17310		Treatment of acute myeloid leukemia and treatment of myelodysplastic syndromes		CM						1		S3						N								UFP		CELL AND GENE THERAPY

		17076		IND		26-Jun-17		ACTIVE		7/26/17						OTAT		OCTGT		Poseida Therapeutics Inc.		Autologous T cells Transfected with piggyBac transposon Plasmid vector Expressing B-Cell Maturation Antigen (CAR-T cells)		P-BCMA-101		Treatment of refractory and/or relapsed multiple myeloma		CM				G6		1								N								UFP		CELL AND GENE THERAPY

		17579		IND		20-Jul-17		ACTIVE		8/19/17						OTAT		OCTGT		Cour Pharmaceutical Development Company Inc		Tolerogenic Immune Modifying Particles-Gliadin (TIMP-GLIA)		TIMP-GLIA		For the treatment of celiac disease.		CM						1								N								UFP		CELL AND GENE THERAPY

		17721		IND		15-Sep-17		ACTIVE		10/13/17						OTAT		OCTGT		Carpizo MD PhD, Darren R		CV301 (formally PANCAC) consists of two recombinant poxviral vectors expressing human carcinoembryonic antigen (CEA) and mucin-1 (MUC-1), and three human costimulatory molecules: B7.1, intercellular adhesion molecule-1 (ICAM-1), and leukocyte function-associated antigen-3 (LFA-3) (or TRIad of COstimulatory Molecules, TRICOM?).		No product listed for IND 17721		Colorectal cancer		RH				G5		2								N								UFP		CELL AND GENE THERAPY





INDs with development

		FOLDER_ID		IRA_TYPE		CENTER_RECEIPT_DT		CURRENT_IRA_STATUS		CURRENT_IRA_STATUS_DT		PAST_STATUS		PAST_STATUS_DT		On HOLD in the first 45 days		CURRENT OFFICE		SPONSOR		IRA_TITLE		PRODUCT		IRA_PROPOSED_USE		SPONSOR_TYPE		THERAPEUTIC AREA		Serious condition		Likelihood of Pediatric Development		Rare Disease re-evaluated		GENE_THERAPY		CLINICAL_PHASE		SOM_CELL_THERAPY		FAST_TRACK		BREAKTHROUGH		COMBINATION		ORPHAN_DESIGNATION		RARE_PEDIATRIC		RARE_DISEASE		Product Category (cell, gene, therapeutic vaccine, IG, tissue, etc.)		Gene-modified cells, Y/N		Combination product Y/N

		17334		IND		27-Jan-17		ACTIVE		2/24/17								OTAT		Memorial Sloan-Kettering Cancer Center		EGFRr/BCMA-41BBz CAR T Cells;Dynabeads CD3/CD28 CTS; Defined Composition CD4 and CD8 T Cells		No product listed for IND 17334		Treatment of multiple myeloma		RH		Malignant Hem.		Yes		No		Yes		G4		2								N								Gene		Y		N

		17346		IND		22-Feb-17		ACTIVE		5/16/17		HOLD		3/24/17		Yes		OTAT		National Cancer Institute		CDX-1401 (Celldex); Poly-ICLC ; SGI-110 (Decitabine), and Atezolizumab (MPDL3280A)		No product listed for IND 17346		metastatic or unresectable malignancy for which standard curative or palliative measures do not exist or are no longer effective (ovarian, fallopian tube, or peritoneal cancer)		CM		Oncology		Yes		No		Yes				2								N								Therapeutic Vaccine		N		N

		17311		IND		19-Jan-17		ACTIVE		2/18/17								OTAT		National Cancer Institute		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec] in combination with Radiation		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Treatment for localized soft tissue sarcoma		RH		Oncology		Yes		Yes		Yes		G5		2								N								Therapeutic Vaccine		N		N

		17351		IND		8-Feb-17		ACTIVE		3/10/17								OTAT		National Institute of Allergy and Infectious Diseases		Autologous Ex-Vivo Expanded CD4+CD127lo/-CD25+ Polyclonal Regulatory T Cells (Poly Tregs)		T regulatory cells		Treatment of Adults with Active Pemphigus		RH		Dermatology/Wounds		Yes		No		Yes				1		S3						N						RARE DISEASE		Cell		N		N

		17846		IND		20-Nov-17		ACTIVE		12/20/17								OTAT		National Institute of Allergy and Infectious Diseases		Allogeneic Bone Marrow-Derived Mesenchymal Stem Cells (hBM-MSC)		Allogeneic Bone Marrow Derived Mesenchymal Stem Cells		Treatment of adult recipients of living donor kidney transplant with co-stimulatory blockade		RH		GVHD/Transplant		Yes		Yes		Yes				1		S3						N								Cell		N		N

		17497		IND		16-May-17		ACTIVE		6/14/17								OTAT		National Institute of Allergy and Infectious Diseases		Allogeneic Bilateral Orthotopic Lung Transplant (BOLT) in tandem with Partially HLA Matched, CD3+/CD19+ Depleted Cadaveric Bone Marrow Transplant using the Magnetic-Activated Cell Sorter (CliniMACS, Miltenyi), Hydroxyurea, Rituximab, Alemtuzumab, ATG, and Thiotepa		Multiple products listed for IND 17497		Treatment of patients with lung or intestinal end organ failure in concert with severe immune deficiency		RH		Inborn Errors		Yes		Yes		Yes				2		S1						N						RARE DISEASE		Cell		N		N

		17803		IND		31-Oct-17		ACTIVE		11/30/17								OTAT		Roswell Park Cancer Institute		CDX-1401/Poly-ICLC in combination with Decitabine and Nivolumab		Multiple products listed for IND 17803		Myelodysplastic Syndromes (MDS) or Low Blast Count AML		RH		Malignant Hem.		Yes		No		Yes				1								6								Therapeutic Vaccine		N		N

		17590		IND		6-Jul-17		ACTIVE		8/4/17								OTAT		Roswell Park Cancer Institute		NY-ESO-1 Protein with MIS416 Vaccine in Combination with Sirolimus		NY-ESO-1 Cancer Vaccine		Inducing Anti-Tumor Immunity in Ovarian, Fallopian Tube and Primary Peritoneal Cancer		RH		Oncology		Yes		No		Yes				1								N								Therapeutic Vaccine		N		N

		17410		IND		20-Mar-17		ACTIVE		4/19/17								OTAT		Roswell Park Cancer Institute		NY-ESO-1 TCR/ dn TGF(beta)RII transgenic T cells		Multiple products listed for IND 17410		Advanced malignancies		RH		Oncology		Yes		No		No		G4		1								N								Gene		Y		N

		17527		IND		5-Jun-17		ACTIVE		7/5/17								OTAT		Roswell Park Cancer Institute		Autologous PBMNC Transduced with Retroviral Vector NY-ESO-1 TCR in Combination with Decitabine		Multiple products listed for IND 17527		Treatment of recurrent or refractory ovarian cancer		RH		Oncology		Yes		No		Yes		G4		1								N								Gene		Y		N

		17521		IND		17-Nov-17		HOLD		12/13/17		HOLD		12/13/17		Yes		OTAT		Maxcyte Inc		Autologous Peripheral Blood Leukocytes, Transfected via Electroporation to Express Human Mesothelin Chimeric Antigen Receptor mRNA		MCY-M11		Platinum Resistant High Grade Serous Adenocarcinoma of the Ovary, Primary Peritoneum, or Fallopian Tube or Peritoneal Mesothelioma		CM		Oncology		Yes		No		Yes		G1		1								N								Gene		Y		N

		17891		IND		21-Dec-17		PENDING		12/21/17								OTAT		Ribas MD PhD, Antoni		RV-NYESO TCR PBMC, LV-NYESO TCR/sr39TK PBSC		No product listed for IND 17891		NY-ESO-1-positive relapsed or relapsed and refractory multiple myeloma		RH		Malignant Hem.		Yes		No		Yes		G4		1								N								Gene		Y		N

		17471		IND		1-May-17		ACTIVE		5/26/17								OTAT		Ribas MD PhD, Antoni		RV-NYESO TCR PBMC; LV-NYESO TCR/sr39TK PBSC		No product listed for IND 17471		Locally advanced or metastatic NY-ES0 -1 positive cancer (melanoma)		RH		Oncology		Yes		No		No		G4		1								N								Gene		Y		N

		17743		IND		27-Sep-17		HOLD		10/27/17		HOLD		10/27/17		Yes		OTAT		TissueTech Inc		Allogeneic Human Umbilical Cord Placental Tissue, Cryopreserved; Generic: Cryopreserved Human Umbilical Cord; Code: TTAX02		Umbilical Cord Tissue, Allogeneic, Human		To promote wound healing and closure of developmental defects during in-utero repair of severe spina bifida		CM		Dermatology/Wounds		Yes		Yes		Yes				3		S1						N						RARE DISEASE		Tissue		N		N

		17890		IND		19-Dec-17		PENDING		12/19/17								OTAT		City of Hope National Medical Center		HER2(EQ)BB /CD19t+ T cells		No product listed for IND 17890		Recurrent or refractory malignat glioma		RH		Oncology		Yes		Yes		Yes		G4		1								N								Gene		Y		N

		17638		IND		1-Aug-17		ACTIVE		8/31/17								OTAT		City of Hope National Medical Center		Allogeneic CD4+ T-cell-depleted HPC with Cyclophosphamide, Pentostatin, Anti-thymocyte globulin		Allogeneic Hemopoietic Stem Cells		Sickle Cell Disease		RH		Benign Hem.		Yes		Yes		Yes				1		S3						N								Cell		N		N

		17501		IND		9-Jun-17		ACTIVE		7/7/17								OTAT		Celgene		Autologous CD4+/CD8+ T Cells Expressing CD19 Chimeric Antigen Receptor(JCAR017)		No product listed for IND 17501		Relapsed/refractory aggressive B-cell non-Hodgkin lymphoma (NHL)		CM		Malignant Hem.		Yes		No		Yes		G4		1								N		ORPHAN DESIGNATION						Gene		Y		N

		17761		IND		5-Oct-17		ACTIVE		11/3/17								OTAT		Univ of Texas		Off-the-shelf, Expanded, Most Closely HLA Matched, Allogenic Adenovirus-Specific T cells		No product listed for IND 17761		Adenovirus related disease in immunocompromised patients		RH		Infectious Dis.		No		Yes		No				1		S3						N								Cell		N		N

		17876		IND		12-Dec-17		PENDING		12/12/17								OTAT		Univ of Texas		Pembrolizumab, Clostridium novyi-NT		No product listed for IND 17876		Refractory Solid Tumors		RH		Oncology		Yes		No		No		G8		1								8								Gene		N		N

		17742		IND		10-Oct-17		ACTIVE		11/9/17								OTAT		Univ of Texas		HPV-DP-5P and HPV-DP-7P peptide vaccine and Utomilumab Vaccine		Multiple products listed for IND 17742		Immunotherapy for HPV-16-positive incurable oropharyngeal cancer		RH		Oncology		Yes		No		Yes				2								N								Therapeutic Vaccine		N		N

		17344		IND		6-Feb-17		ACTIVE		8/16/17		HOLD		3/8/17		Yes		OTAT		Univ of Texas		Autologous IL-21-Primed CD8+ Tumor Antigen-Specific T Cells		Multiple products listed for IND 17344		Treatment of Platinum Resistant Ovarian Cancer		RH		Oncology		Yes		No		Yes				1		S1						N								Therapeutic Vaccine		N		N

		17757		IND		4-Oct-17		ACTIVE		11/3/17								OTAT		Univ of Texas		Allogeneic Umbilical Cord Blood (UCB) Derived NK Cells Expanded Ex Vivo		Umbilical Cord Blood (UCB) Derived NK Cells		Treatment of Solid Tumors		RH		Oncology		Yes		No		No				1		S3						N								Cell		N		N

		17656		IND		11-Aug-17		ACTIVE		9/10/17								OTAT		Univ of Texas		Allogeneic Bone Marrow Derived Multipotent Mesenchymal Stromal Cells administered by Intravenous Infusion or Transendocardial Injection		Multiple products listed for IND 17656		Patients with Recent Onset of Anthracycline-Associated Cardiomyopathy		RH		Cardiology		Yes		No		Yes				1		S3						N								Cell		N		N

		17428		IND		31-Mar-17		ACTIVE		4/28/17								OTAT		Univ of Texas		Autologous T-cells Transduced with Lentiviral Vector Expressing CD33-Specific Chimeric Antigen Receptor Gene (CD33-CAR-T cells)		CD3+ T cells genetically modified using a lentiviral vector (INXN-2006) to co-express a CD33-specific CAR and the HER1t depletion marker		Patients with Relapsed or Refractory CD33-Positive Acute Myeloid Leukemia		RH		Malignant Hem.		Yes		Yes		Yes		G4		1								N								Gene		Y		N

		17356		IND		13-Feb-17		ACTIVE		3/15/17		HOLD		1/11/18		No		OTAT		Univ of Texas		Autologous CD8+ Antigen-Specific T Cells and Anti-CTLA4		Multiple products listed for IND 17356		For patients with metastatic uveal melanoma		RH		Oncology		Yes		Yes		Yes				1		S1						N								Cell		N		N

		17321		IND		13-Jan-17		ACTIVE		4/11/17		HOLD		2/10/17		Yes		OTAT		Univ of Texas		Allogeneic Donor Umbilical and Cord Blood derived CAR-CD19-CD28-Zeta-2a-iCasp9-IL15 Transduced NK Cells		Allogeneic Donor Umbilical and Cord Blood derived CAR-CD19-CD28-Zeta-2a-iCasp9-IL15 Transduced NK Cells		Treatment for relapsed/refractory B-lymphoid malignancies		RH		Malignant Hem.		Yes		No		Yes		G4		2								N								Gene		Y		N

		17378		IND		23-Feb-17		ACTIVE		3/25/17								OTAT		Univ of Texas		Ex-Vivo Expanded using MSC Derived from Bone Marrow, Fucosylated and Unmanipulated Alllogeneic unrelated Cord Blood, chemotherapy		Multiple products listed for IND 17378		Enhance homing and engraftment after cord blood transplantation in patients with hematologic malignancies		RH		Malignant Hem.		Yes		Yes		Yes				2		S3						9								Cell		N		N

		17314		IND		6-Jan-17		ACTIVE		5/5/17		HOLD		2/3/17		Yes		OTAT		Univ of Texas		Natural Killer (NK) Cells derived from ex vivo-expanded Cord Blood, Combined with Rituximab-High Dose Chemotherapy and Autologous Stem Cell Transplant		Multiple products listed for IND 17314		Immunotherapy for B-cell non-Hodgkin's lymphoma		RH		Malignant Hem.		Yes		Yes		Yes				2		S3						N								Cell		N		N

		17731		IND		19-Dec-17		PENDING		12/19/17								OTAT		Amgen Inc		Autologous, CAR-T cells targeting delta-like ligand 3 (DLL3), transduced with third-generation SIN HIV-1 lentiviral vector, AMG 119		Multiple products listed for IND 17731		Relapsed/Refractory Small Cell Lung Cancer		CM		Oncology		Yes		No		No		G4		1								N								Gene		Y		N

		17383		IND		27-Feb-17		ACTIVE		3/29/17								OTAT		Fred Hutchinson Cancer Research Center		Autologous T-cells Transduced with Lentiviral Vector Expressing CD20-specific Chimeric Antigen Receptor Gene		No product listed for IND 17383		Treatment of Relapsed or Refractory B Cell Non-Hodgkin Lymphomas		RH		Malignant Hem.		Yes		Yes		Yes		G1		2								N								Gene		Y		N

		17855		IND		22-Nov-17		ACTIVE		12/21/17								OTAT		National Institute of Diabetes, Digestive, & Kidney Diseases		Hepatitis B Immunoglobulin (human) and Peginterferon alfa-2a		Multiple products listed for IND 17855		Treatment of Chronic Hepatitis B Virus		RH		Infectious Dis.		Yes		Yes		No				2								N								IG		N		N

		17473		IND		23-Jun-17		HOLD		7/20/17		HOLD		7/20/17		Yes		OTAT		Pfizer Inc		PF-06755347 (Recombinant Multimerized Human IgG1 Fc)		recombinant human Fc fragment containing human (h) Fc1 (hinge, CH2 and CH3 regions)		Treatment of chronic inflammatory demyelinating polyneuropathy (CIDP)		CM		Neurology		Yes		Yes		Yes				1								N		ORPHAN DESIGNATION						IG		N		N

		17659		IND		1-Sep-17		ACTIVE		9/29/17								OTAT		BioMarin Pharmaceutical Inc		Adeno-Associated Virus Serotype 5 (AAV5) Expressing SQ form of Human Factor VIII (hFVIII-SQ) (BMN 270)		Adeno-Associated Virus Serotype 5 (AAV5) Vector Expressing hFVIII-SQ.		treatment of Hemophilia A		CM		Benign Hem.		Yes		Yes		Yes		G5		3						Breakthrough Therapy Designation		N		ORPHAN DESIGNATION						Gene		N		N

		17217		IND		9-Jan-17		ACTIVE		2/8/17								OTAT		Ludwig Institute for Cancer Research		durvalumab (MEDI4736), Adenovirus Vector (Ad5/3-D24-GMCSF), Expressing GM-CSF (ONCOS-102)		Adenovirus Vector Type 3 (Ad5/3-D24-GMCSF)		Treatment of peritoneal cancer		RH		Oncology		Yes		No		Yes		G5		1								N								Gene		N		N

		17480		IND		25-May-17		ACTIVE		6/23/17								OTAT		Ludwig Institute for Cancer Research		mRNAs Encoding Tumor Specific Antigens (MUC-1, Survivin, NY-ESO-1, 5T4, MAGE-C2 and MAGE-C1) with Durvalumab and Tremelimumab Administrated Intradermally		Multiple products listed for IND 17480		Non-small cell lung cancer		RH		Oncology		Yes		No		No		G6		1								5								Gene		N		N

		17557		IND		19-Jun-17		ACTIVE		7/19/17								OTAT		Genentech Inc		RO7198457, Personalized Cancer Vaccine (PCV)		ROT 198457 RNA		Solid Tumors		CM		Oncology		Yes		No		No				1								8								Therapeutic Vaccine		N		N

		17849		IND		21-Nov-17		ACTIVE		12/21/17								OTAT		Univ of Pennsylvania Medical Center		Autologous T cells Transduced with Lentiviral Vector (AntiBCMAbbz human) Expressing B-cell Maturation Antigen (BCMA)-specific Chimeric Antigen Receptor (CART-BCMA) with or without Autologous CD3+ T Cells Cultured with Anti-CD3 and Anti-CD28 Coated Magnetic Beads; Transduced with self-inactivating (SIN) Lentiviral Vector (CD19bbz-human Lot# 060713S12) Expressing Humanized CD19 Chimeric Antigen Receptor (huCART19); and chemotherapy		Multiple products listed for IND 17849		Treatment of multiple myeloma		RH		Malignant Hem.		Yes		No		Yes		G4		1								N								Gene		Y		N

		17871		IND		6-Dec-17		PENDING		12/6/17								OTAT		Fuchs MD, Ephraim J		Allogeneic HLA-matched or HLA-haploidentlcal Bone Marrow Transplant and Unstimulated Lukapheresed Peripheral Blood (DLI; T Cells) Donors that have been vaccinated  with VGX-3100 (IND 13683; Inovio vaccine) via electroporatlon by the Cellectra 2000; Chemotherapy		No product listed for IND 17871		Treatment of recurrent, human papillomavlrus associated (HPV*) oropharyngeal squamous cell carcinoma (OPSCC).		RH		Oncology		Yes		No		Yes		G6		1		S1						N								Cell		N		N

		17711		IND		7-Sep-17		ACTIVE		10/6/17								OTAT		Cowan MD, Morton J		Autologous, bone marrow derived CD34+ cells transduced with lentiviral vector, expressing the human cDNA for DCLRE1C (Artemis) with the human Artemis promoter		Multiple products listed for IND 17711		Artemis-deficient severe combined immunodeficiency disease (ARTSCID)		RH		Inborn Errors		Yes		Yes		Yes		G1		1								N								Gene		Y		N

		17313		IND		6-Jan-17		ACTIVE		2/3/17								OTAT		Kurtzberg MD, Joanne		Allogeneic human cord tissue-derived mesenchymal stromal cells (hCT-MSC)		Allogeneic human cord-tissue mesenchymal stromal cells (hCT-MSC)		Treatment of children with autism spectrum disorder (ASD)		RH		Psychiatry		No		Yes		No				1		S3						N								Cell		N		N

		17763		IND		5-Oct-17		ACTIVE		11/3/17								OTAT		Mendell MD, Jerry R		rAAVrh74.MHCK7.Micro-Dystrophin, Non-Replicating, Recombinant Adeno-Associated Virus, Seroype rh74 Containing a  Human Micro-Dystrophin Gene Controled by the Muscle-Specific MHCK7 Promoter		rAAVs, seroype rh74 expressing human micro-dystrophin with a muscle-specific [MHCK7] promoter (rAAVrh74.MHCK7.Micro-dystrophin)		Duchenne muscular dystrophy		RH		Neurology		Yes		Yes		Yes		G5		1								N								Gene		N		N

		17650		IND		1-Sep-17		ACTIVE		9/29/17								OTAT		Bavarian Nordic A/S		Vaccinia Virus Vector (BN-Brachyury) and Fowlpox Virus Vector (FPV-Brachyury), Both Expressing Human Brachyury TAA, LFA-3, B7.1, and ICAM-1 Genes		Multiple products listed for IND 17650		Treatment of cancers that highly express Brachyury Tumor Associated Antigen (lung, ovarian, breast, prostate, colorectal, pancreatic or chordoma)		CM		Oncology		Yes		No		Yes		G5		2								N								Gene		N		N

		17625		IND		24-Jul-17		ACTIVE		8/23/17								OTAT		Gillanders MD, William E		Neoantigen DNA Vaccine +/- Durvalumab		Multiple products listed for IND 17625		Triple-Negative Breast Cancer Disease following Standard Chemotherapy		RH		Oncology		Yes		No		No		G5		1								5								Therapeutic Vaccine		N		N

		17596		IND		13-Jul-17		ACTIVE		8/10/17								OTAT		Gillanders MD, William E		Neoantigen DNA Vaccine		Multiple products listed for IND 17596		Pancreatic Cancer		RH		Oncology		Yes		No		Yes		G6		1								N								Therapeutic Vaccine		N		N

		17322		IND		3-Feb-17		ACTIVE		3/3/17								OTAT		Advaxis Inc		Live Attenuated Listeria monocytogenes Expressing Personalized Tumor Antigens		Live Attenuated Listeria monocytogenes Expressing Personalized Tumor Antigens		treatment of metastatic cancer (colon, head and neck, non-small cell lung)		CM		Oncology		Yes		No		No		G8		1								N								Therapeutic Vaccine		N		N

		17603		IND		17-Jul-17		ACTIVE		8/16/17								OTAT		Zarour MD, Hassane M		PD-1 responder (PD-1 R) derived Fecal Microbiota Transplantation (FMT) + Pembrolizumab		Multiple products listed for IND 17603		PD-1 resistant/ refractory advanced melanoma		RH		Oncology		Yes		No		No				2								8								FMT		N		N

		17796		IND		25-Oct-17		HOLD		11/22/17		HOLD		11/22/17		Yes		OTAT		Shapiro MD, Shane A		Autologous Adipose-derived Stromal Vascular Fraction (SVF)		Autologous, uncultured adipose derived mononuclear cells		Aerodigestive Fistulae		RH		GI/Liver		Yes		Yes		Yes				1								N								Cell		N		N

		17660		IND		11-Aug-17		ACTIVE		9/7/17								OTAT		Williams MD, David A		Autologous CD34+ cells transduced ex vivo with Lentivirus expressing BB694 LCD(-HS4) bGp D12G5 shmiR		No product listed for IND 17660		Treatment of autologous CD34+ cells ex vivo for the treatment of Sickle Cell Disease		RH		Benign Hem.		Yes		Yes		Yes		G1		1								N								Gene		Y		N

		17679		IND		23-Aug-17		ACTIVE		9/22/17								OTAT		Williams MD, David A		Autologous CD34+ cells transduced ex vivo with the lentiviral vector rHIV-IL2RcoG2SCID (G2SCID)		Lentiviral vector clinical batch		treatment of x-linked severe combined immunodeficiency syndrome		RH		Inborn Errors		Yes		Yes		Yes		G1		1								N								Gene		Y		N

		17800		IND		26-Oct-17		ACTIVE		11/24/17								OTAT		Capricor Inc		Allogeneic Unrelated, Cardiosphere-Derived Cells		Allogeneic Cardiopshre-Derived Cells (CDCs)		Duchenne Muscular Dystrophy		CM		Neurology		Yes		Yes		Yes				2		S3						N		ORPHAN DESIGNATION						Cell		N		N

		17439		IND		12-Apr-17		ACTIVE		5/12/17								OTAT		Transgene SA		Pexa-Vec (pexastimogene devacirepvec, JX-594) vaccinia virus engineered to express GM-CSF, and nivolumab, PD-1 receptor blocking antibody.		Vaccina/GM-CSF Virus Expressing GM-CSF Gene		Treatment of hepatocellular carcinoma		CM		Oncology		Yes		No		Yes		G5		1								N								Therapeutic Vaccine		N		N

		17851		IND		21-Dec-17		PENDING		12/21/17								OTAT		National Cancer Institute		MVA-BN-Brachyury, M7824 (MSB001359C), ALT-803, and Epacadostat (INCB024360)		Multiple products listed for IND 17851		Metastatic Castration Resistant Prostate Cancer		CM		Oncology		Yes		No		No		G5		1								8								Therapeutic Vaccine		N		N

		17764		IND		6-Nov-17		ACTIVE		12/6/17								OTAT		National Cancer Institute		Phase 1 Dose Escalation Study of CD19/CD22 Chimeric Antigen Receptor (CAR) T Cells in Children and Young Adults with Recurrent and Refractory CD19/CD22-expressing B Cell Malignancies.		No product listed for IND 17764		Recurrent or refractory, CD19/CD22-expressing, B cell acute lymphoblastic leukemia or lymphoma		CM		Malignant Hem.		Yes		Yes		Yes		G1		1								N								Gene		Y		N

		17811		IND		20-Nov-17		ACTIVE		12/20/17								OTAT		National Cancer Institute		ETBX-071 (adenoviral PSA vaccine); ETBX-061 (adenoviral MUC1 vaccine); ETBX-051 (adenoviral brachyury vaccine)		No product listed for IND 17811		Metastatic Castration Resistant Prostate Cancer		CM		Oncology		Yes		No		No		G5		1								N								Therapeutic Vaccine		N		N

		17676		IND		2-Oct-17		ACTIVE		11/1/17								OTAT		National Cancer Institute		Adenovirus Vector Type 5 Expressing CEA Gene; Adenovirus Vector Type 5 Expressing Muc1 Gene; and Adenovirus Vector Type 5 Expressing Brachyury Gene		No product listed for IND 17676		Advanced Cancer		CM		Oncology		Yes		No		No		G5		1								N								Therapeutic Vaccine		N		N

		17628		IND		23-Oct-17		ACTIVE		11/21/17								OTAT		National Cancer Institute		Vaccinia Virus Vector (PROSTVAC-V), CV301 (MVA-BN-CV301) and MSB0011359C) Expressing PSA, CEA, MUC-1, LFA-3, B7.1, and ICAM-1		Multiple products listed for IND 17628		Biochemically Recurrent Prostate Cancer		CM		Oncology		Yes		No		No		G5		2								6								Therapeutic Vaccine		N		N

		17712		IND		11-Sep-17		ACTIVE		10/11/17								OTAT		Inovio Pharmaceuticals Inc		DNA Plasmid Vectors pGXI 108 (encodes Prostate-specific Membrane Antigen (PSMA)), pGXl404 (encodes Wilms' tumor gene 1 (WT1) antigen)), pGXl434 (encodes Human Telomerase Reverse Transcriptase (hTERT))  and  DNA Plasmid Vectors pGX6001 ((IL-12) p35 and p40 subunit proteins))		Multiple products listed for IND 17712		Treatment of Bladder Cancer (Urothelial Cancer, UCa)		CM		Oncology		Yes		No		No		G6		1								8								Therapeutic Vaccine		N		N

		17671		IND		8-Sep-17		ACTIVE		10/6/17								OTAT		Inovio Pharmaceuticals Inc		INO-5401 (DNA plasmids pGX1108, pGX1404, and pGX1434) and INO-9012 (DNA plasmid pGX6001) delivered by electroporation using CELLECTRA 2000 in combination with REGN2810 [Fully Human   Monoclonal Antibody to Programmed Death-1 (PD-1)]		No product listed for IND 17671		Treatment of Glioblastoma (GBM)		CM		Oncology		Yes		Yes		Yes		G6		1								8								Gene		N		Y

		17666		IND		31-Aug-17		ACTIVE		9/29/17								OTAT		Grifols Therapeutics Inc		Immune Globulin (Human)		Immune Globulin (Human) Serum, Intravenous		Passive pre-exposure prophylaxis of HAV		CM		Infectious Dis.		No		Yes		No				4								N								IG		N		N

		17637		IND		13-Nov-17		ACTIVE		12/13/17								OTAT		ReNeuron Group PLC		Allogeneic Human Neural Stem Cells (CTX0E03 DP) transduced with a retroviral vector expressing myc with ReNeuron-specific delivery device.		Multiple products listed for IND 17637		Treatment of patients with stable, moderate or moderately severe residual disability following an ischemic stroke		CM		Neurology		Yes		Yes		No		G1		2								5								Gene		Y		Y

		17324		IND		17-Jan-17		ACTIVE		2/16/17								OTAT		Hare MD, Joshua M		Allogeneic Umbilical Cord Tissue derived Mesenchymal Stem Cells (UCMSCs) and Bone Marrow derived Human Mesenchymal Stem Cells (BMMSCs)		Multiple products listed for IND 17324		Cytokine suppression in patients with chronic inflammation due to Metabolic syndrome.		RH		Endocrinology		Yes		No		No				1		S3						N								Cell		N		N

		16897		IND		31-Jan-17		ACTIVE		4/11/17		HOLD		3/2/17		Yes		OTAT		Green Cross Corp		Immune Globulin Intravenous (Human), 10% (GC 5107)		No product listed for IND 16897		For the treatment of primary humoral deficiency (PHID)		CM		Inborn Errors		Yes		Yes		Yes				3								N								IG		N		N

		17449		IND		14-Apr-17		ACTIVE		5/12/17								OTAT		Cairo MD, Mitchell S		Viral Specific Cytotoxic T-Cells		T-Cells, Allogeneic, Related Donor, EBV-Specific		Adenovrius, Epstein-Barr Virus, Cytomegalovirus		RH		Infectious Dis.		Yes		Yes		No				2		S3						N								Cell		N		N

		17400		IND		23-Mar-17		ACTIVE		4/22/17								OTAT		Bluebird Bio Inc		Autologous T Lymphocyte-enriched Cells Tranduced with Lentiviral Vector Encoding a Chimeric Antigen Receptor Targeting B Cell Maturation Antigen (anti-BCMA02 CAR); Cultured with a Phosphatidylinositol 3-kinase Inhibitor		No product listed for IND 17400		Treatment of multiple myeloma and lymphoma		CM		Malignant Hem.		Yes		No		Yes		G1		1								N						RARE DISEASE		Gene		Y		N

		17522		IND		1-Jun-17		ACTIVE		7/1/17								OTAT		Block MD PhD, Matthew S		Autologous Dendritic Cells derived from PBMC pulsed with Prevnar (Pneumococcal 13-valent Conjugate Vaccine [(Diphtheria CRM197 Protein),Pembrolizumab [MK-3475 (anti-PD-1 antibody), [Keytruda], following Cryoablation Therapy		Autologous Dendritic Cells derived from PBMC		Immunotherapy for metastatic unresectable melanoma		RH		Oncology		Yes		No		No				2		S4						N								Cell		N		N

		17815		IND		7-Nov-17		ACTIVE		12/7/17								OTAT		Center for Cell and Gene Therapy		Autologous Natural Killer T cells transduced with a retroviral vector expressing GD2-specific chimeric antigen receptor and interleukin-15 (GD2.CAR NKT cells)		No product listed for IND 17815		Relapsed and Refractory Neuroblastoma		RH		Oncology		Yes		Yes		Yes		G1		1								N								Gene		Y		N

		17588		IND		5-Jul-17		ACTIVE		8/4/17								OTAT		Center for Cell and Gene Therapy		Tumor-Associated Antigen (TAA)-Specific Cytotoxic T Lymphocytes (CTLs) (TACTOPS)		No product listed for IND 17588		Treatment of pancreatic cancer patients with metastatic or locally advanced unresectable or resectable disease		RH		Oncology		Yes		No		Yes				1		S4						N								Cell		N		N

		17586		IND		5-Jul-17		ACTIVE		8/4/17								OTAT		Center for Cell and Gene Therapy		Tumor-Associated Antigen (TAA)-Specific Cytotoxic T Lymphocytes (CTLs)		No product listed for IND 17586		Treatment of breast cancer patients with metastatic or locally recurrent unresectable disease as measured by clinical benefit rate according to RECIST criteria		RH		Oncology		Yes		No		No				1		S4						N								Cell		N		N

		17461		IND		25-Apr-17		ACTIVE		5/25/17								OTAT		Center for Cell and Gene Therapy		Autologous T-Cells Transduced with Retroviral Vectors Expressing a second Generation Chimeric Antigen Receptor CD5.CAR		No product listed for IND 17461		Relapsed/refractory CD5+ T cell malignancies (T-cell ALL, T-cell AL Lymphoma, T-NHL -- all for allo-HSCT		RH		Oncology		Yes		Yes		Yes				1		S3						N								Gene		Y		N

		17391		IND		20-Mar-17		ACTIVE		4/19/17								OTAT		CSL Behring LLC		C1 Esterase Inhibitor (Human)		C1 Esterase Inhibitor, Human		Chronic treatment of refractory antibody mediated rejection (AMR) in adult kidney transplant recipients in combination with i.v. immunoglobulin containing regimens		CM		GVHD/Transplant		Yes		No		Yes				3								N						RARE DISEASE		Plasma Protein Therapeutic		N		N

		17335		IND		1-Feb-17		ACTIVE		3/3/17								OTAT		Borrello MD, Ivan		Lenalidomide with or without Allogeneic Myeloma GM-CSF Vaccine (Irradiated H929, U266 and K562/GM-CSF cells)		Multiple products listed for IND 17335		Treatment of Multiple Myeloma		RH		Malignant Hem.		Yes		No		Yes				2		S4						N								Therapeutic Vaccine		N		N

		17690		IND		28-Aug-17		ACTIVE		9/27/17								OTAT		Childs MD, Richard W		Autologous enriched T cells (CD8+/CD34+) Transduced with Retroviral Vector (HERV-E TCR CD34t 7G1) Expressing HERV-E T cell Receptor Gene		No product listed for IND 17690		Clear cell Renal Cell Carcinoma		RH		Oncology		Yes		No		Yes		G4										N								Gene		Y		N

		17348		IND		7-Feb-17		ACTIVE		3/9/17								OTAT		Childs MD, Richard W		Allogeneic Cord Blood-derived Ex Vivo Expanded with or without Allogeneic Haploidentical Donor Co-transplantation		Multiple products listed for IND 17348		Severe Aplastic Anemia (SAA) and Myelodysplastic Syndrome (MDS)		RH		Malignant Hem.		Yes		No		Yes				2		S3						N								Cell		N		N

		17504		IND		1-Jun-17		ACTIVE		6/30/17								OTAT		Govindan MD, Ramaswamy		Pilot Feasibility Study of the Combination of a Personalized Therapeutic Anti-tumor Vaccine with Pembrolizumab		Multiple products listed for IND 17504		Non-Small Cell Lung Cancer		RH		Oncology		Yes		No		No				1								N								Therapeutic Vaccine		N		N

		17748		IND		1-Dec-17		ACTIVE		12/29/17								OTAT		Juno Therapeutics Inc		Autologous CD4+ and CD8+ T Cells (JCARH125) Transduced with Replication-Incompetent, Self-Inactivating (SIN) Lentiviral Vector(v20008) encoding Chimeric Antigen Receptor (CAR-T) and B-Cell Maturation Antigen (BCMA)		Autologous CD4+ and CD8+ T cells Transduced with Self-Inactivating (SIN) Lentiviral Vector (v20008) Expressing CD19-specific Chimeric Antigen Receptor (CAR) (JCAR0125)		Immunotherapy for relapsed or refractory multiple myeloma		CM		Malignant Hem.		Yes		No		Yes		G1		1								N		ORPHAN DESIGNATION						Gene		Y		N

		17678		IND		23-Aug-17		ACTIVE		12/13/17		HOLD		9/22/17		Yes		OTAT		Bleakley MD PhD, Marie		Allogenic CD8+ and CD4+ Memory T Cells Transduced with a Lentiviral Vector (LV; pRRLSIN) Containing iC9-HA1 TCR2-RQR-CD8 transgene to Express an HA-1-Specific T cell Receptor		Multiple products listed for IND 17678		Patients with persistent or recurrent acute leukemia undergoing or following HCT		RH		Malignant Hem.		Yes		Yes		Yes		G4		1								N								Gene		Y		N

		17584		IND		3-Jul-17		ACTIVE		12/15/17		HOLD		8/2/17		Yes		OTAT		Wake Forest Institute for Regenerative Medicine		Autologous corporal smooth muscle cells (SMC) and endothelia cells(EC) seeded on decellularized corpora cavernose.		Multiple products listed for IND 17584		Repair or replace irreversibly damaged penile corpora		RH		Urology		Yes		No		No				1		S5						N								Cell		N		Y

		17583		IND		3-Jul-17		HOLD		8/2/17		HOLD		8/2/17		Yes		OTAT		Wake Forest Institute for Regenerative Medicine		Autologous Urothelial Cells (UC) and Smooth Muscle Cells (SMC) Seeded on a Polyglycolic Acid (PGA) Bladder Shaped Scaffold		Multiple products listed for IND 17583		Subjects with Fibrotic Contracted Bladder (secondary to congenital conditions such as spina bifida and myelomeningocele, or geriatric-related or adults with fibrotic non-neurogenic bladder)		RH		Urology		Yes		Yes		No				2		S5						5								Cell		N		Y

		17562		IND		22-Jun-17		ACTIVE		9/20/17		HOLD		7/21/17		Yes		OTAT		Bollard MD, Catherine		Autologous ex vivo expanded HIV-1 specific T-cells (HST-NEETs)		No product listed for IND 17562		Therapy in HIV-infected individuals suppressed on antiretroviral therapy (ART)		RH		Infectious Dis.		Yes		Yes		No				1		S3						N								Cell		N		N

		17762		IND		5-Oct-17		ACTIVE		10/11/17								OTAT		Kiromic Inc		Autologous Dendritic Cells Derived from Peripheral Blood Mononuclear Cells, Cultured with Interleukin-4, Granulocyte-Macrophage Colony-Stimulating Factor, Tumor Necrosis Factor-alpha, Interleukin-1beta, Pulsed with Tumor Antigens and Followed by Low Dose Interleukin-2		Multiple products listed for IND 17762		Hematological malignancies		CM		Malignant Hem.		Yes		Yes		Yes				1								N								Cell		N		N

		17669		IND		25-Aug-17		ACTIVE		9/24/17								OTAT		Cambium Medical Technologies LLC		Fibrinogen-Depleted Human Platelet Lysate		Multiple products listed for IND 17669		Dry Eye Secondary to Graft vs. Host Disease		CM		GVHD/Transplant		Yes		Yes		No				1								N								Plasma Protein Therapeutic		N		N

		17619		IND		4-Aug-17		ACTIVE		9/1/17								OTAT		Kite Pharma Inc		Autologous Anti-BCMA CAR TCells, transduced with a self-inactivating (SIN) lentiviral vector encoding an anti-B-cell maturation antigen (BCMA) CD28/CD3-zeta chimeric antigen receptor (KITE-585)		autologous T cells genetically modified ex vivo to express a chimeric antigen receptor (CAR) that specifically recognizes B-cell maturation antigen (KITE-585)		For the treatment of patients with relapsed/refractory multiple myeloma (RRMM)		CM		Malignant Hem.		Yes		No		Yes		G4		1								N								Gene		Y		N

		17523		IND		5-Jul-17		ACTIVE		8/4/17								OTAT		Baxalta US Inc		Adeno-Associated Virus 8 Vector (AAV8) expressing codon optimized human B-domain deleted Factor VIII [BAX 888]		recombinant adeno-associated virus (AAV) vector containing a single-stranded DNA of a B-domain-deleted human factor VIII (BDD-FVIIIopt) cDNA		Treatment of hemophilia A		CM		Benign Hem.		Yes		Yes		Yes		G5		1								1								Gene		N		N

		17857		IND		24-Nov-17		ACTIVE		12/22/17								OTAT		Seattle Children's Research Institute		Autologous T cells Selected with CliniMACS CD8 and CD4 reagent systems Transduced with A Self-Inactivating Lentiviral Vector Expressing HER-2-specific Chimeric Antigen Receptor and truncated EGF Receptor		No product listed for IND 17857		Treatment of Her2 positive  recurrent/refractory pediatric brain tumors.		RH		Oncology		Yes		Yes		Yes		G4		1								N								Gene		Y		N

		17723		IND		18-Sep-17		ACTIVE		10/18/17								OTAT		Seattle Children's Research Institute		Defined Composition CD4 and CD8 T Cells Lentivirally Transduced to Express a Second Generation 4-1BB:zeta CD22 CAR-EGFRt and a Second Generation 4-1BB:zeta CD19 CAR-Her2tG		No product listed for IND 17723		CD19+CD22+ Leukemia and lymphoma		RH		Malignant Hem.		Yes		Yes		Yes		G1										N								Gene		Y		N

		17476		IND		2-May-17		ACTIVE		6/1/17								OTAT		Seattle Children's Research Institute		Defined composition CD4 and CD8 T Cells Lentivirally Transduced to Express a Second Generation 4-1BB:zeta CD22 CAR and EGFRt		Definied Composition CD4 and CD8 T Cells Lentivirally Transduced to Express 2nd gen 4-1BB:zeta CD22 CAR and EGFRt		CD22+ Malignancies		RH		Malignant Hem.		Yes		Yes		Yes		G1		1								N						RARE DISEASE		Gene		Y		N

		17323		IND		17-Jan-17		ACTIVE		4/4/17		HOLD		3/10/17		Yes		OTAT		Seattle Children's Research Institute		Autologous CD4 and CD8 T Cells Transduced to Express a Truncated CD19 (CD19t) Transgene		Autologous CD4+ and CD8+ T Cells Transduced with Self-Inactivating Lentiviral Vector to Expressing a CD19-Truncated Protein (T-APC); Cultured with IL-2, IL-7 and IL-15		Treatment of patients with CD19+ Malignancies		RH		Malignant Hem.		Yes		Yes		Yes		G4		1								N						RARE DISEASE		Gene		Y		N

		17427		IND		4-Apr-17		ACTIVE		9/7/17		HOLD		7/24/17		No		OTAT		Boston Biomedical Inc		DSP 7888 Dosing Emulsion [DSP - 7888 K (killer Peptide) + DSP - 7888 H (Helper Peptide) derived from WT1 protein] + Montanide		DSP-7888		Recurrent or Progressive Glioblastoma following Initial Therapy		CM		Oncology		Yes		yes		Yes				1								N								Therapeutic Vaccine		N		N

		17593		IND		11-Jul-17		ACTIVE		9/20/17		HOLD		7/24/17		Yes		OTAT		Boston Biomedical Inc		DSP 7888 Dosing Emulsion [DSP - 7888 K (killer Peptide) + DSP - 7888 H (Helper Peptide) derived from WT1 protein] + Montanide in combination with Immune Checkpoint Inhibitors Nivolumab or Atezolizumab		Multiple products listed for IND 17593		Advanced Solid Tumors		CM		Oncology		Yes		No		No				1								N								Therapeutic Vaccine		N		N

		17861		IND		18-Dec-17		PENDING		12/18/17								OTAT		Moderna Therapeutics Inc		mRNA (CX-012908) Expressing KRAS Mutations (G12C, C12V, G12D, and G13D) and mRNA(CX-012871) Expressing Transmembrane Protein 173 (TMEM173); in a Lipid Nanoparticle; and Pembrolizumab		No product listed for IND 17861		Solid tumors harboring KRAS mutations (pacreatic, non-small cell lung and colorectal) gets a yes for RD b/o pacreatic		CM		Oncology		Yes		No		Yes		G6		1								8								Gene		N		N

		17390		IND		12-May-17		ACTIVE		6/11/17								OTAT		Moderna Therapeutics Inc		mRNA-4157, an mRNA-based personalized cancer vaccine		mRNA		treatment of patients with solid tumors		CM		Oncology		Yes		No		No		G6		1								6								Therapeutic Vaccine		N		N

		17843		IND		20-Dec-17		PENDING		12/20/17								OTAT		Voyager Therapeutics		Adeno-Associated Virus Serotype 2 (VY-AADC02) Expressing Human Aromatic L-Amino Decarboxylase		No product listed for IND 17843		treatment of Parkinson's Disease		CM		Neurology		Yes		No		No		G5		2				FR				N								Gene		N		N

		17830		IND		30-Nov-17		HOLD		12/29/17		HOLD		12/29/17		Yes		OTAT		Inhibrx 101 LP		Human Alpha-1 Antitrypsin IgG4 Fc Fusion Protein		No product listed for IND 17830		Chronic Augmentation and Maintenance Therapy in Adults with Emphysema due to Congenital Deficiency of A1PI, also known as Alpha-1 Antitrypsin Deficiency (AATD)		CM		Inborn Errors		Yes		No		Yes				1								N								IG		N		N

		17571		IND		17-Jul-17		ACTIVE		8/16/17								OTAT		Unum Therapeutics Inc		Autologous T-cells Transduced with Retroviral Vector Expressing Antibody-coupled T-cell Receptors CD16V-41BB-CD3zeta; and a non-fucosylated IgG1 subclass monoclonal antibody targeting BCMA (SEA-BCMA)		Multiple products listed for IND 17571		Treatment of relapsed or refractory multiple myeloma		CM		Malignant Hem.		Yes		No		Yes		G4		1								N						RARE DISEASE		Gene		Y		N

		17446		IND		27-Apr-17		ACTIVE		5/26/17								OTAT		Unum Therapeutics Inc		1) ACTR707, autologous T cells expressing antibody-coupled T cell receptor (ACTR; CD16V-CD28-CD3?), administered by IV infusion& 2) Rituximab, a CD20-directed cytolytic antibody, administered by IV infusion		ACTR707; ACTR T-cell product; autologous T cells expressing antibody-coupled T-cell receptors (ACTR; CD16V-CD28-CD3zeta)		Treatment of relapsed or refractory CD20+ B cell lymphoma in combination with rituximab		CM		Malignant Hem.		Yes		No		Yes		G4		1								N						RARE DISEASE		Gene		Y		N

		17878		IND		13-Dec-17		PENDING		12/13/17								OTAT		Levine MD, John E		Alpha-1-antitrypsin (AAT, Alpha-1-Proteinase Inhibitor, A1P1) Glassia (Kamada)		Alpha-1-antitrypsin		Pre-Emption of Steroid-Refractory Acute GVHD		RH		GVHD/Transplant		Yes		Yes		No				1								N								Plasma Protein Therapeutic		N		N

		17658		IND		30-Aug-17		ACTIVE		9/29/17								OTAT		Sangamo Therapeutics		Autologous Hematopoietic Stem and Progenitor Cells (HSPC) Transfected with mRNA Modified by CD34+ using Zinc Finger Nuclease (ZFN)		Multiple products listed for IND 17658		Treatment of beta-thalassemia		CM		Benign Hem.		Yes		Yes		Yes		G1		1								N								Gene		Y		N

		17695		IND		12-Sep-17		PARTIAL HOLD		10/12/17		PARTIAL HOLD		10/12/17		Yes		OTAT		Solid Biosciences LLC		Adeno-Associated Virus Vector Serotype 9 (rAAV9) with a 5-repeat human microdystrophin expression cassette (h-micro D5) under control of a synthetic muscle-specific regulatory cassette (CK8), derived from the human muscle creatine kinase promoter and enhancer expressing functional microdystropin in muscle tissue; (rAA V9-CK8-h micro D5) /SGT-001		No product listed for IND 17695		For the treatment of Duchenne Muscular Dystrophy		CM		Neurology		Yes		Yes		Yes		G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		Gene		N		N

		17475		IND		11-Aug-17		ACTIVE		9/10/17								OTAT		Bio Products Laboratory Limited		Human Rabies Immuno Globulin (HRIG)		Human Rabies Immune Globulin (HRIG)		Post-exposure prophylaxis of rabies infection in persons after exposure to scratches, bites or other injuries including mucous membrane contamination with infectious tissue, such as saliva, caused by a rabid animal.		CM		Infectious Dis.		Yes		Yes		No				3								N								IG		N		N

		17436		IND		6-Apr-17		ACTIVE		5/5/17								OTAT		Bachanova MD PhD, Veronika		HLA-haploidentical or HLA-mismatched related donor nicotinamide expanded-natural killer (NAM-NK) cell based therapy		Peripheral blood mononuclear cells (PBMC)		Relapsed/Refractory Multiple Myleoma and Relapsed/Refractory CD20-positive non-Hodgkin Lymphoma		RH		Malignant Hem.		Yes		No		Yes				1		S4						N						RARE DISEASE		Cell		N		N

		17713		IND		18-Oct-17		ACTIVE		11/17/17								OTAT		SillaJen Biotherapeutics		Vaccinia/GM-CSF Virus (human, recombinant, monkey, DynCorp) Expressing GM-CSF Gene Administered in Combination with PD1 Inhibitor; Administered intravenous or intratumoral		Vaccina/GM-CSF Virus Expressing GM-CSF Gene		Metastatic or Unresectable Renal Cell Carcinoma (RCC)		CM		Oncology		Yes		No		Yes				1								N								Gene		N		N

		17520		IND		13-Jun-17		ACTIVE		7/13/17								OTAT		Biotest AG		Immune Globulin Intravenous (Human), 10% Liquid; IgG Next Generation (BT595)		Immune Globulin Intravenous (Human), 10% Liquid; IgG Next Generation (BT595)		Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)		CM		Neurology		Yes		Yes		Yes				3								N								IG		N		N

		17696		IND		17-Nov-17		ACTIVE		12/15/17								OTAT		Atara Biotherapeutics Inc		ATA188 or allogeneic latency-2 EBV-targeted cytotoxic T lymphocytes  (allogeneic L2-EBV-CTLs)		No product listed for IND 17696		Multiple Sclerosis		CM		Neurology		Yes		No		No				1		S1						N								Cell		N		N

		17269		IND		1-Feb-17		ACTIVE		3/3/17								OTAT		Institut de Recherches Internationales Servier		UCART19-S68587		UCART 19/S 68587		Relapsed/Refractory B-cell Acute Lymphoblastic Leukemia		CM		Malignant Hem.		Yes		Yes		Yes		G4		1								N						RARE DISEASE		Gene		Y		N

		17546		IND		30-Jun-17		ACTIVE		7/28/17								OTAT		Ultimovacs AS		Human telomerase reverse transcriptase subunit (hTERT) Synthetic Peptides (UV1); and GM-CSF		Three synthetic peptides, one (30-mer (P719-20)) and two (15-mer (P728 and P725)		Treatment of malignant melanoma		CM		Oncology		Yes		Yes		No				1								8								Therapeutic Vaccine		N		N

		17812		IND		15-Nov-17		PARTIAL HOLD		12/15/17		PARTIAL HOLD		12/15/17		Yes		OTAT		REGENXBIO Inc		Recombinant adeno-associated virus serotype 9 (AAV9) expressing human iduronate-2-sulfatase expression cassette; (AAV9.CB7.hIDS) [RGX-121 ]		Recombinant adeno-associated virus serotype 9 expressing human iduronate-2-sulfatase expression cassette		Treatment of Mucopolysaccharidosis Type II (MPS II)		CM		Inborn Errors		Yes		Yes		Yes		G5		1				FR				N		ORPHAN DESIGNATION						Gene		N		N

		17565		IND		6-Jul-17		PARTIAL HOLD		8/4/17		PARTIAL HOLD		8/4/17		No		OTAT		REGENXBIO Inc		Adeno-associated Virus Serotype 9 Capsid Containing Human Iduronidase Expression Cassette		Multiple products listed for IND 17565		Treatment of Mucopolysaccharidosis type I (MPS I)		CM		Inborn Errors		Yes		Yes		Yes		G5		1								N		ORPHAN DESIGNATION		RARE PEDIATRIC DISEASE				Gene		N		N

		17280		IND		6-Jan-17		ACTIVE		2/3/17								OTAT		REGENXBIO Inc		Adeno-Associated Virus (AAV) Serotype 8, Expressing anti-Vascular Endothelial Growth Factor (VEGF) Antigen-Binding Factor (Fab) (RGX-314  )		Recombinant adeno-associated virus serotype 8; expressing anti-vascular endothelial growth factor (VEGF) antibody fragment [Antigen-Binding Factor (Fab) (RGX-314)]		Treatment of neovascular (wet) age-related macular degeneration (nAMD)		CM		Ophthalmology		Yes		No		No		G5		1								N								Gene		N		N

		17491		IND		17-May-17		ACTIVE		6/16/17								OTAT		Innate Immunotherapeutics Ltd		MIS416 (Bacteria derived microparticles (Propionibacterium acnes) containing muramyl dipeptidesand nucleic acid fragments)		Multiple products listed for IND 17491		Treatment of Secondary Progressive Multiple Sclerosis		CM		Neurology		Yes		No		No		G8		2								N								Gene		N		N

		17765		IND		11-Oct-17		ACTIVE		11/9/17								OTAT		Lineberger Comprehensive Cancer Center		Autologous Peripheral Blood Mononuclear Cells Activated with anti-CD3 and anti-CD28, Transduced with Retroviral Vector (SFG.CAR.CD138hCD8a.4-1BBz) Expressing CD138 Chimeric Antigen Receptor (CAR138 T-cells)		Multiple products listed for IND 17765		Treatment of Multiple Myeloma		RH		Malignant Hem.		Yes		No		Yes		G4		1								N								Gene		Y		N

		17835		IND		15-Nov-17		ACTIVE		12/15/17								OTAT		Lineberger Comprehensive Cancer Center		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec]; Nivolumab (OPDIVO; BMS-936668; MDX1106; ONO-4538)		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Immunotherapy for malignant pleural effusion		RH		Oncology		Yes		No		No		G5		1								N								Gene		N		N

		17744		IND		27-Oct-17		ACTIVE		11/21/17								OTAT		Eureka Therapeutics Inc		Autologous T cells transduced with lentiviral vector expressing ARTEMIS Chimeric Antigen Receptor Targeting CD19		No product listed for IND 17744		relapsed/refractory CD19+ Non-Hodgkin's lymphoma		CM		Malignant Hem.		Yes		No		Yes		G1		1								N								Gene		Y		N

		17307		IND		3-Jan-17		ACTIVE		11/2/17		HOLD		8/31/17		No		OTAT		Cellectis SA		Allogeneic, Non-Allo-Reactive (TCR and RQR8 edited by TALEN) T-cells Transduced with a Lentiviral Vector Expressing an Anti-CD123 CAR CAR+TCR??-		Multiple products listed for IND 17307		Acute Myeloid Leukemia		CM		Malignant Hem.		Yes		Yes		Yes		G1		1								N						RARE DISEASE		Gene		Y		N

		17464		IND		10-May-17		ACTIVE		6/9/17								OTAT		Bioverativ Therapeutics Inc		BIVV001 (rFVIIIFc-VWF-XTEN)/Treatment of hemophilia A		rFVIIIFc-VWF-XTEN  (BIVV001)		Treatment of Hemophilia A		CM		Benign Hem.		Yes		Yes		Yes				1								N		ORPHAN DESIGNATION				RARE DISEASE		Plasma Protein Therapeutic		N		N

		17270		IND		12-Jan-17		ACTIVE		4/27/17		HOLD		2/10/17		Yes		OTAT		ViaCyte Inc		Allogeneic human embryonic stem cells (CyT49) differentiated and expanded to pancreatic endoderm progenitor cell aggregates (PEC-01) and encapsulated in perforated device (PD20 and PD300)		Multiple products listed for IND 17270		Type 1 Diabetes Mellitus and Hypoglycemia Unawareness		CM		Endocrinology		Yes		Yes		Yes				1		S3						5						RARE DISEASE		Cell		N		Y

		17776		IND		13-Nov-17		ACTIVE		12/13/17								OTAT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, avelumab, and aldoxorubicin hydrochloride		Multiple products listed for IND 17776		Pancreatic Cancer		CM		Oncology		Yes		No		Yes		G4		1								N								Cell		N		N

		17538		IND		15-Jun-17		ACTIVE		7/15/17								OTAT		NantKwest Inc		NANT Vaccine; Allogeneic NKCells (NK-92) Transformed with CD16.158V and Intracellular ER IL-2; Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin), Yeast Vectors Expressing Antigens (Mutant Ras, Brachyury, CEA), IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NAb-Paclitaxel, Bevacizumab, Avelumab, Rituximab		Multiple products listed for IND 17538		triple negative breast cancer (TNBC)		CM		Oncology		Yes		No		No		G4		1								N								Gene		N		N

		17537		IND		14-Jun-17		ACTIVE		7/14/17								OTAT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92), Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin), Yeast Vectors Expressing Antigens (CEA, Brachyury), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NaB-Paclitaxel, Bevacizumab, and Avelumab		Multiple products listed for IND 17537		Melanoma		CM		Oncology		Yes		Yes		No		G4		1								N								Gene		N		N

		17536		IND		13-Jun-17		ACTIVE		7/13/17								OTAT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Vectors Expressing Antigens (Brachyury, Mucin), Brachyury Yeast Vaccine (GI-6301) and IL-15 (ALT-803) in Combination with Cyclophosphamide, Cisplatin, Capecitabine, Fluorouricil, Leucovorin, nAb-Naclitaxel, Bevacizumab, Avelumab, and Omega-3-Acid Ethyl Esters.		Multiple products listed for IND 17536		Merkel Cell Carcinoma (MCC)		CM		Oncology		Yes		No		Yes		G4		1								N								Gene		N		N

		17709		IND		22-Sep-17		ACTIVE		10/20/17								OTAT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, and avelumab		Multiple products listed for IND 17709		Pancreatic cancer		CM		Oncology		Yes		No		Yes		G1		1								N								Gene		N		N

		17545		IND		16-Jun-17		ACTIVE		7/14/17								OTAT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (CD16.158V and ER IL-2), Adenovirus (Expressing HER2, Brachyury, Mucin), Yeast Vector (Expressing Ras, Brachyury), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, NAb-Paclitaxel, Bevacizumab, and Avelumab		Multiple products listed for IND 17545		Ovarian Cancer		CM		Oncology		Yes		No		Yes		G4		1								N								Gene		N		N

		17794		IND		8-Dec-17		PENDING		12/8/17		HOLD		1/5/18		Yes		OTAT		NantKwest Inc		NK-92/5.28.z (HER2.taNK), Allegeneic clonal cell line generated from NK-92 cell line expressing a second generation chimeric antigen receptor (CAR), administered by intravenous (IV) infusion.		No product listed for IND 17794		Metastatic or Locally Advanced HER2-positive Solid Tumors		CM		Oncology		Yes		No		No		G1		1								N								Gene		Y		N

		17701		IND		21-Nov-17		ACTIVE		12/21/17								OTAT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92) transformed with high affinity CD16 and intracellular IL-2, Adenovirus vectors expressing antigens (CEA, brachyury, mucin, HER2), yeast vectors expressing antigens (mutant Ras, brachyury, CEA), IL-15 (ALT-803), and Aldoxorubicin HCL in combination with low dose chemotherapy, radiation, and antibody treatments		Multiple products listed for IND 17701		Treatment of squamous cell carcinoma		CM		Oncology		Yes		No		No		G4		1								6								Gene		N		N

		17700		IND		21-Nov-17		ACTIVE		12/20/17								OTAT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92) transformed with high affinity CD16 and intracellular IL-2, Adenovirus vectors expressing antigens (brachyury, CEA, mucin), yeast vector expressing cancer antigens (CEA, brachyury, mutated RAS), IL-15 (ALT-803), and Aldoxorubicin HCl in combination with chemotherapy, radiation, and antibody treatments.		No product listed for IND 17700		Triple Negative Breast Cancer (TNBC).		CM		Oncology		Yes		No		No		G1		1								6								Gene		N		N

		17535		IND		12-Jun-17		ACTIVE		7/12/17								OTAT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Vectors Expressing Antigens (CEA, Brachyury, Mucin, HER2), Yeast Vectors Expressing Antigens (Mutant Ras, Brachyury, CEA), and IL-15 (ALT-803) in Combination with Chemotherapy, Radiation, and Antibody Treatments.		Multiple products listed for IND 17535		Head and neck squamous cell carcinoma (HNSCC)		CM		Oncology		Yes		No		Yes		G4		1								N								Gene		N		N

		17534		IND		9-Jun-17		ACTIVE		7/7/17								OTAT		NantKwest Inc		NANT Vaccine; Allogeneic Natural Killer Cells (NK-92) Transformed with High Affinity CD16 and Intracellular IL-2, Adenovirus Expressing Mucin (Ad5 [E1-E2b]-muc1), and IL-15 (ALT-803) in Combination with Cyclophosphamide, Oxaliplatin, Capecitabine, Fluorouricil, Leucovorin, Nab-paclitaxel, Bevacizumab, Avelumab, Rituximab, and Omega-3-Acid Ethyl Esters.		Multiple products listed for IND 17534		non-Hodgkin lymphoma		CM		Malignant Hem.		Yes		No		Yes		G4		1								N								Gene		N		N

		17394		IND		17-Mar-17		ACTIVE		4/16/17								OTAT		NantKwest Inc		Allogeneic Natural Killer Cells (NK-92), Adenovirus expressing carcinoembryonic antigen (Ad5 [E1-E2b]-CEA), yeast vector expressing mutated Ras (GI-4000), and IL-15 (ALT-803) in combination with cyclophosphamide, oxaliplatin, capecitabine, fluorouricil, leucovorin, nab-paclitaxel, bevacizumab, and avelumab		Multiple products listed for IND 17394		Metastatic pancreatic adenocarcinoma		CM		Oncology		Yes		No		Yes		G4		1								N								Gene		N		N

		17781		IND		3-Nov-17		ACTIVE		12/3/17								OTAT		Emergent BioSolutions Canada Inc.		ZIKV-IG (Anti-Zika Immune Globulin (Human))		Anti-Zika Immune Globilin		Prophylaxis of Zika virus in at-risk populations, including women of child-bearing potential and pregnant women.		CM		Infectious Dis.		Yes		Yes		No				1				FR				N								IG		N		N

		17627		IND		24-Aug-17		ACTIVE		9/23/17								OTAT		Emergent BioSolutions Canada Inc.		Anti-Influenza Immune Globulin Intravenous (Human)(FLU-IGIV )		Human Anti-Influenza Immune Globulin (FLU-IG)		Treatment of serious influenza infection in hospitalized patients		CM		Infectious Dis.		Yes		Yes		No				2								N								IG		N		N

		17489		IND		1-Jun-17		ACTIVE		6/30/17								OTAT		Creelan MD, Ben		Nivolumab and Tumor Infiltrating Lymphocytes (TIL) Vaccine		Multiple products listed for IND 17489		Treatment of patients with Advanced non-small cell lung cancer		RH		Oncology		Yes		No		No				1		S4						N								IG		N		N

		17498		IND		1-Jun-17		ACTIVE		6/29/17								OTAT		Q Therapeutics, Inc		Allogeneic Human Fetal-derived Glial Restricted Progenitor Cells		Multiple products listed for IND 17498		For the treatment of patients with Transverse Myelitis		RH		Neurology		Yes		Yes		Yes				1		S1						N								Cell		N		N

		17617		IND		19-Jul-17		ACTIVE		8/17/17								OTAT		Gregory MD, Kenton W		Autologous Bone Marrow Mononuclear Cells		Bone Marrow Mononuclear Cells; Autologous		Treatment lower extremity compartment syndrome		RH		Vascular Dis.		Yes		Yes		No				1		S5						N								Cell		N		N

		17694		IND		30-Aug-17		ACTIVE		12/22/17		HOLD		9/29/17		No		OTAT		Merin MD PhD, Noah		Haploidentical Stem CellTransplantation with CD56-Enriched Donor Cell Infusion		No product listed for IND 17694		Relapsed/Refractory lymphoma or myeloma		RH		Malignant Hem.		Yes		No		Yes				1								N								Cell		N		N

		17693		IND		30-Aug-17		ACTIVE		9/29/17								OTAT		Andtbacka, Robert		Nivolumab (OPDIVO, BMS-936558, MDX1106, ONO-4538) HFIO 9 (Herpes Simplex Virus type 1 (HSV-1) strain HP clone 10)		Mutant Herpes Simplex Virus type 1 Clone		Immunotherapy for resectable stage IIIB, IIIC, IVMla melanoma		RH		Oncology		Yes		Yes		No		G5		2								6								Gene		N		N

		17838		IND		16-Nov-17		ACTIVE		12/15/17								OTAT		McBride MD, Kim L		Adeno-associated virus serotype 9 expressing human iduronate 2-sulfatase (IDS) gene (scAAV9.mCMV.hIDS)		No product listed for IND 17838		treatment of mucopolysaccharidosis type II		RH		Inborn Errors		Yes		Yes		Yes		G5		1								N		ORPHAN DESIGNATION						Gene		N		N

		17836		IND		15-Nov-17		ACTIVE		12/15/17								OTAT		Wang PhD, Hongjun		Autologous adipose derived mesenchymal stromal cells		Autologous Adipost Tissue		Patients with newly diagnosed type 1 diabetes		RH		Endocrinology		Yes		Yes		No				1		S3						N								Cell		N		N

		17448		IND		13-Apr-17		HOLD		5/12/17		HOLD		5/12/17		Yes		OTAT		Emvolio Inc		Autologous Dendritic Cells derived from PBMC, Cultured with Cytokines and Leukocyte Lysate (Transfer Factor); Administered  Intravenously, (StemVacs)		Autologous Dendritic Cells derived from PBMC		Treatment for solid tumors		CM		Oncology		Yes		No		No				1		S4						N								Cell		N		N

		17662		IND		15-Aug-17		HOLD		9/14/17		HOLD		9/14/17		Yes		OTAT		infirst Healthcare Ltd		Granulox 10% Hemoglobin Spray (porcine hemoglobin)		10% Hemoglobin spray		Slow healing and chronic wounds		CM		Dermatology/Wounds		Yes		Yes		No				3				FR		Breakthrough Therapy Designation		3								Plasma Protein Therapeutic		N		Y

		17868		IND		5-Dec-17		ACTIVE		1/4/18								OTAT		Archer PhD, Gary E		Autologous DCs derived from PBMC loaded with RNA encoding the Human Cytomegalovirus Matrix Protein, pp65 or Influenza Virus Matrix 1 (M1) Protein and Peripheral Blood Mononuclear Cells administered with GM-CSF as an Adjuvant		Multiple products listed for IND 17868		Immunotherapy for stage IV glioblastoma multiforme (GBM)		RH		Oncology		Yes		Yes		Yes				2		S4						N								Cell		N		N

		17573		IND		28-Jun-17		HOLD		7/28/17		HOLD		7/28/17		Yes		OTAT		Archer PhD, Gary E		Autologous Dendritic Cells derived from PBMC pulsed with CMV pp65-LAMP mRNA, HIV gag p24 LAMP mRNA and Tetanus Diphtheria Toxoid Vaccine with and without Varlilumab		Autologous Dendritic Cells derived from PBMC		Immunotherapy for malignant brain tumors		RH		Oncology		Yes		Yes		Yes		G5		2								N								Cell		N		N

		17528		IND		22-Jun-17		ACTIVE		7/21/17								OTAT		Janssen Research and Development LLC		JNJ-64041757 (ADU-214), a live-attenuated, double-deleted (LADD) strain of Listeria monocytogenes engineered to express human EGFRvIII (5X) and Mesothelin fusion protein, in combination with Nivolumab (BMS-936558/MDX-1106)		Multiple products listed for IND 17528		Non-small cell lung cancer (NSCLC)		CM		Oncology		Yes		No		No		G8		2								N								Therapeutic Vaccine		N		N

		17484		IND		8-May-17		ACTIVE		6/7/17								OTAT		Mackall MD, Crystal L		Autologous T-cells transduced with bivalent lentiviral vector (CD19/CD22.BB.z) chimeric antigen receptor (CAR); following fludarabine and cyclophosphamide		Multiple products listed for IND 17484		Recurrent or refractory B Cell malignancies		RH		Malignant Hem.		Yes		No		Yes		G1		1								N						RARE DISEASE		Gene		Y		N

		17639		IND		28-Aug-17		HOLD		9/27/17		HOLD		9/27/17		Yes		OTAT		Ever Supreme Bio Technology		Allogeneic Human Umbilical Cord Blood Derived Stem Cells		Stem Cells, Human, Allogeneic, Cord-blood derived		Treatment of ST-elevation acute myocardial infarction.(STEMI)		CM		Cardiology		Yes		Yes		No				1		S3						N								Cell		N		N

		17368		IND		7-Mar-17		ACTIVE		4/6/17								OTAT		Papivax Biotech Inc		Heterologous HPV16 Vaccine, pNGVL4a-Sig/E7(detox)/HSP70, A Naked DNA Vaccine ("prime") and Tissue Antigen-Cervical Intraepithelial Neoplasia (TA-CIN) Fusion Protein comprised of HPV16 L2, E7 and E6 Proteins linked in Tandem ("boost"), Given Sequentially		Multiple products listed for IND 17368		Treatment of cervical cancer		CM		Oncology		Yes		No		No		G6		2								N								Therapeutic Vaccine		N		N

		17677		IND		23-Aug-17		ACTIVE		9/22/17								OTAT		Longeveron LLC		Longeveron Mesenchymal Stem Cells; LMSCs; allogeneic human mesenchymal stem cells; bone marrow-derived allogeneic human mesenchymal cells (dosage form = intramyocardial injection)		No product listed for IND 17677		Hypoplastic left heart syndrome (HLHS)		CM		Cardiology		Yes		Yes		Yes				1		S3						N								Cell		N		N

		17746		IND		28-Sep-17		ACTIVE		10/27/17								OTAT		Isakoff MD PhD, Steven J		Four, 9-mer peptides that target tumor associated antigens -TAA, specifically XBP1, CD138 and CSI with Montanide ISA 720 VG VACCINE; co-administered with Pembrolizumab; [PVX-410]		Multiple products listed for IND 17746		treat Metastatic Triple Negative Breast Cancer (TNBC)		RH		Oncology		Yes		No		No				1								8								Therapeutic Vaccine		N		N

		17657		IND		11-Aug-17		ACTIVE		9/8/17								OTAT		McDermott MD, Mary		DNA Plasmid Vector (pCK-HGFX7) Expressing Human Hepatocyte Growth Factor		Human Hepatocyte Growth Factor Gene (DNA Plasmid Vector, pCK-HGFX7)		Treatment of peripheral artery disease		CM		Vascular Dis.		Yes		Yes		No		G6		2								N								Gene		N		N

		17779		IND		31-Oct-17		HOLD		11/30/17		HOLD		11/30/17		Yes		OTAT		Dib MD, Nabil		Autologous Bone Marrow Derived Progenitor Cells (t2c001) via Flowfusion  ND Infusion Catheter		Multiple products listed for IND 17779		to reduce the risk of death and hospitalization in patients with chronic ischemic heart failure and reduced ejection fraction		RH		Cardiology		Yes		No		No				1		S2						8								Cell		N		Y

		17364		IND		14-Feb-17		ACTIVE		3/16/17								OTAT		Pulsipher MD, Michael A		Partially-HLA matched Allogeneic multivirus-specific T cell (VSTs)		Multiple products listed for IND 17364		Recipients of hematopoietic stem cell transplantation or diagnosis of a form of primary immunodeficiency disorder as treatment of persistent infection or reactivation(s) with CMV, adenovirus, and/or EBV		RH		Infectious Dis.		Yes		Yes		Yes				1		S1						N								Cell		N		N

		17649		IND		7-Aug-17		ACTIVE		9/6/17								OTAT		MiMedx Group Inc		Allogeneic Micronized Dehydrated Human Annion/Chorion Membrane (micronized dHACM)		Human amniotic membrand		moderate or severe pain due to Achilles tendonitis with failed conservative treatment for at least I month.		CM		Rheumatology		No		No		No				3		S3						3								Tissue		N		N

		17719		IND		15-Sep-17		ACTIVE		10/13/17								OTAT		MiMedx Group Inc		Allogeneic Micronized Dehydrated Human Annion/Chorion Membrane (micronized dHACM)		Human amniotic membrane		Treatment of knee osteoarthritis		CM		Rheumatology		No		No		No				2								N								Tissue		N		N

		17629		IND		25-Jul-17		ACTIVE		8/21/17								OTAT		Fehniger MD PhD, Todd		Allogeneic HLA-Matched Related or Unrelated Natural Killer Cells (Miltenyi, CD56+), Cultured with Cytokines; in Combination with Chemotherapy		Multiple products listed for IND 17629		Relapsed AML after Allogeneic Hematopoietic Cell Transplant in Chlidren and Young Adults		RH		Malignant Hem.		Yes		Yes		Yes				1		S4						N								Cell		N		N

		17733		IND		22-Sep-17		HOLD		10/20/17		HOLD		10/20/17		Yes		OTAT		Barrett MD PhD, David		CMV pp65 Peptide-Stimulated Allogeneic Lymphocytes Processed Using Miltenyi CliniMACS Cytokine Capture System (IFN-gamma, CD45)		No product listed for IND 17733		Treatmentof Refractory CMV with CytotoxicT cells in Children, Adolescents and Young Adults and Treatment of BK Virus Infection with Cytotoxic T cells in Patients Following Allogeneic Stem Cell Transplant		RH		Infectious Dis.		Yes		Yes		Yes				1		S1						9								Cell		N		N

		17518		IND		26-May-17		ACTIVE		6/23/17								OTAT		Shah MD, Nirav		Autologous T-Cells Engineered to Contain an Anti-CD19 and Anti-CD20 scFv Coupled to CD3 zeta and 4-1BB Signaling Domains (CliniMACS Prodigy)		Multiple products listed for IND 17518		Patients with relapsed and/or refractory CD19 or CD20 positive B cell malignancies		RH		Malignant Hem.		Yes		No		Yes		G4		1								N								Gene		Y		N

		17767		IND		21-Nov-17		ACTIVE		12/21/17								OTAT		Meridigen Biotech Co., Ltd.		Allogeneic Human Umbilical Cord-derived Mesenchymal Stem Cells (hUC-MSCs)		Multiple products listed for IND 17767		Bronchopulmonary Dysplasia		CM		Pulmonary Dis.		Yes		Yes		No				1		S3						N								Cell		N		N

		17768		IND		7-Nov-17		ACTIVE		12/7/17								OTAT		Sernova Corp		Allogeneic Islet Cells Transplanted in a Polypropylene Mesh Pouch [Sernova Cell Pouch]		Multiple products listed for IND 17768		Type 1 Diabetes Mellitus		CM		Endocrinology		Yes		Yes		No				1		S3						5								Cell		N		Y

		17689		IND		28-Aug-17		ACTIVE		9/27/17								OTAT		Vu MD, Tuan		Allogeneic Human Umbilical Cord Blood		Cord Blood, Human, Allogeneic		Amyotrophic Lateral Sclerosis		RH		Neurology		Yes		No		Yes				1								N								Cell		N		N

		17395		IND		10-Apr-17		ACTIVE		5/10/17								OTAT		Fate Therapeutics Inc		Allogeneic Related Peripheral Blood Mononuclear Cell-Derived Natural Killer Cells and Monoclonal Antibody		Multiple products listed for IND 17395		Advanced late-stage solid tumors		CM		Oncology		Yes		No		No				1		S4						N								Cell		N		N

		17349		IND		7-Feb-17		ACTIVE		3/8/17								OTAT		Emani MD, Sitaram M		Allogeneic, Bone Marrow-Derived, Immuno-Selected, and ex vivo Expanded Mesenchymal Precursor Cells/MPCs [Rexlemestrocel-L]		Allogeneic, Bone Marrow-derived, Immuno-selected, and ex vivo Expanded Mesenchymal Precursor Cells		treatment of Hypoplastic Left Heart Syndrome (HLHS)		RH		Cardiology		Yes		Yes		Yes				1		S3						N								Cell		N		N

		17715		IND		13-Sep-17		ACTIVE		10/13/17								OTAT		Green MD, Damian		Autologous T-cells (CD4 and CD8) transduced with self-inactivating (SIN) lentiviral vector to express a B-cell maturation agent (BCMA) - specific chimeric antigen receptor (CAR).		Multiple products listed for IND 17715		For patients with advanced multiple myeloma (MM) with a confirmed diagnosis of BCMA+ MM		RH		Malignant Hem.		Yes		No		Yes		G1		1								N								Gene		Y		N

		17707		IND		15-Sep-17		PARTIAL HOLD		10/13/17		PARTIAL HOLD		10/13/17		Yes		OTAT		TiGenix S.A.U		Human Expanded Allogeneic Stem Cells derived from Adipose Tissue (Cx601-0302)		Human Expanded Allogeneic Stem Cells derived from Adipose Tissue		Treatment of Complex perianal fistula(s) in adult patients with Crohn's disease.		CM		GI/Liver		Yes		Yes		Yes				3		S3						N		ORPHAN DESIGNATION						Cell		N		N

		17735		IND		1-Nov-17		ACTIVE		12/1/17								OTAT		Cartesian Therapeutics, Inc.		Autologous mRNA-transfected CD8+ T-cells transiently expressing a Chimeric Antigen Receptor for B-Cell Maturation Antigen; IV Administration (Descartes-08)				Multiple Myeloma		CM		Malignant Hem.		Yes		No		Yes		G1		1								N								Gene		Y		N

		17826		IND		13-Nov-17		HOLD		12/13/17		HOLD		12/13/17		Yes		OTAT		Voos MD, James		Autologous Bone Marrow - Derived Mesenchymal Stem Cells (MSCs)		Autologous human bone marrow derived mesenchymal stem cells		A single intra-articular injection of MSC's for the treatment of knee osteoarthritis and chondral defects of the knee		RH		Rheumatology		Yes		No		No				1		S3						N								Cell		N		N

		17275		IND		3-Jan-17		ACTIVE		2/2/17								OTAT		BioRestorative Therapies Inc		BRTX-100 (formerly brtxDISC), a human somatic cell therapy derived from autologous bone marrow and blood		No product listed for IND 17275		Treatment of chronic lower lumbar disc disease		CM		Rheumatology		No		No		No				2		S3						N								Cell		N		N

		17897		IND		22-Dec-17		PENDING		12/22/17		HOLD		1/19/18		Yes		OTAT		Gedaly MD, Roberto		Autologous Regulatory T cell Infusion with Zortress (Everolimus)		No product listed for IND 17897		Treatment of end-stage renal disease listed for primary solitary kidney transplant		RH		Nephrology		Yes		Yes		No				1		S3						N								Cell		N		N

		17898		IND		22-Dec-17		PENDING		12/22/17								OTAT		Kammula MD, Udai S		Autologous Tumor Infiltrating Lymphocytes Ex Vivo Expanded		No product listed for IND 17898		Treatment of metastatic uveal melanoma.		RH		Oncology		Yes		Yes		Yes				2		S3						N								Cell		N		N

		17903		IND		27-Dec-17		PENDING		12/27/17								OTAT		Rashidi MD PhD, Armin		Human Cytomegalovirus (CMV)-Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate early 2 and pp65 proteins; chick embryo fibroblasts; City of Hope Center for Biomedicine and Genetics) Vaccine (CMV-MVA), Live, Attenuated		Human Cytomegalovirus (CMV) - Modified Vaccinia Virus Ankara Recombinant (expresses immediate-early 1, immediate-early 2, & pp65 proteins; chick embryo fibroblasts; City of Hope for Biomedicine & Genetics) Vaccine (CMV-MVA), Live, Attenuated		Research study to examine whether treatment will reduce relapse in lymphoma or myeloma patients who have undergone autologous hematopoietic cell transplants		RH		Malignant Hem.		Yes		No		Yes				1								N								Therapeutic Vaccine		N		N

		17409		IND		17-Mar-17		ACTIVE		4/14/17								OTAT		Oliver Jr MD, William C		ATryn, Antithrombin alfa, Antithrombin-(recombinant)		No product listed for IND 17409		Maintain optimum AT activity in post cardiotomy ECMO patients (herediatry and aquired antithrombin deficiency). They get RD for hereditary AT deficiency.		RH		Cardiology		Yes		Yes		Yes				1								N								Plasma Protein Therapeutic		N		N

		17841		IND		17-Nov-17		ACTIVE		12/17/17								OTAT		Chien MD, A. Jo		Herpes Simplex Type-1 Virus Encoded with Human Granulocyte-Macrophage Colony-Stimulating Factor (rHSV-1hGM-CSF); Oncolytic Vaccine (Imlygic) [Talimogene laherparepvec] (T-VEC) in combination of with Paclitaxel and Endocrine Therapy		Herpes Simplex Viruse Type-1 Virus Encoded with Human GM-CSF(rHSV-1hGM-CSF)		Immunotherapy for metastatic, unresectable, or locoregionally recurrent breast cancer		RH		Oncology		Yes		No		No		G5		1								N								Gene		N		N

		17747		IND		21-Dec-17		PENDING		12/21/17		HOLD		1/19/18		Yes		OTAT		Translate Bio		MRT5005 mRNA/Cholesterol nanoparticle expressing human CFTR protein		No product listed for IND 17747		Treatment of Cystic Fibrosis (CF)		RH		Pulmonary Dis.		Yes		Yes		Yes		G6		1								N		ORPHAN DESIGNATION						Gene		N		N

		17887		IND		21-Dec-17		PENDING		12/21/17								OTAT		Treos Bio Zrt.		Six pepties from seven CRC cell tumor antigens (PolyPEPI1018) in Montanide		No product listed for IND 17887		Add-on immunotherapy to the standard-of-care treatment of colorectal cancer in patients identified as likely responders using a companion in vitro diagnostic test.		CM		Oncology		Yes		Yes		No				1								N								Therapeutic Vaccine		N		N

		17341		IND		6-Feb-17		ACTIVE		3/8/17								OTAT		Braunschweig MD, Ira		Autologous T-Cells Expressing Anti-NY-ESO-1 murine T cell Receptor Gene		Multiple products listed for IND 17341		Treatment of Metastatic Cancer		RH		Oncology		Yes		Yes		No		G4		1								N								Gene		Y		N

		17850		IND		30-Nov-17		HOLD		12/29/17		HOLD		12/29/17		Yes		OTAT		Octapharma Pharmazeutika Produktionsges.m.b.H		Alpha-1 Proteinase Inhibitor (Human) [A1PI] for Intravenous Administration		Pooled Human Plasma		Alpha-1-antitrypsin deficiency and clinical evidence of emphysema		CM		Pulmonary Dis.		Yes		Yes		Yes				2								N								Plasma Protein Therapeutic		N		N

		17515		IND		14-Jun-17		ACTIVE		7/13/17								OTAT		Octapharma Pharmazeutika Produktionsges.m.b.H		Double-blind, Randomized, Placebo-Controlled Phase lll Study Evaluating Efficacy and Safety of Subcutaneous Human lmmunoglobulin 16.5% OCTANORM) in Patients With Dermatomyositis		No product listed for IND 17515		Treatment of Dermatomyositis		CM		Rheumatology		Yes		Yes		Yes				3								N								IG		N		N

		17752		IND		31-Oct-17		HOLD		11/30/17		HOLD		11/30/17		Yes		OTAT		MeiraGTx UK II Ltd		Adeno-associated virus vector containing DNA encoding a human CNGB3 gene (AAV2/8-hCARp.hCNGB)		No product listed for IND 17752		Treatment of achromatopsia owing to defects in CNGB3		CM		Ophthalmology		Yes		Yes		Yes		G5		1								N		ORPHAN DESIGNATION						Gene		N		N

		16886		IND		5-Jul-17		ACTIVE		10/17/17		PARTIAL HOLD		8/4/17		Yes		OTAT		MeiraGTx UK II Ltd		Adeno-associated viral vector containing DNA encoding a human RPE65 gene (AAV2/5-OPTIRPE65)		Adeno-associated viral vector ; allo		Treatment of of Leber congenital amaurosis associated with defects in RPE65 (LCA2).		CM		Ophthalmology		Yes		Yes		Yes		G5		1						Breakthrough Therapy Designation		N		ORPHAN DESIGNATION						Gene		N		N

		17683		IND		24-Aug-17		ACTIVE		9/23/17								OTAT		Virginia Zoological Park		Snake Venom Antisera		Snake Venom Antisera		Treatment of envenomation		RH		Envenomation		Yes		No		No				2								N								Plasma Protein Therapeutic		N		N

		17506		IND		14-Jun-17		ACTIVE		7/14/17								OTAT		Neovacs Inc		IFN-K-001 (Interferon-kinoid, intramuscular injection)		Multiple products listed for IND 17506		Treatment of Dermatomyositis (DM)		CM		Rheumatology		Yes		Yes		Yes				2								N								Therapeutic Vaccine		N		N

		17559		IND		30-Jun-17		ACTIVE		7/28/17								OTAT		Vericel Corp		MACI ? (autologous cultured chondrocytes on porcine collagen membrane		cultured chondrocytes on porcine collagen membrane, Autologous		Treatment of symptomatic, single or multiple full-thickness articular chondral or osteochondral  defects of the knee due to osteochondritis dissecans or acute trauma in pediatric patients ages 10 to 17.		CM		Rheumatology		Yes		No		No		G5		3								5								Cell		N		Y

		17362		IND		7-Mar-17		ACTIVE		5/30/17		HOLD		4/6/17		Yes		OTAT		Angiocrine Bioscience Inc		Allogeneic expanded cord blood-derived hematopoietic stem and progenitor cells formulated in a DMSO-based cryoprotectant in a closed-system cryobag, and cryopreserved.		Multiple products listed for IND 17362		Hematologic and immune reconstitution in patients who have received myeloablation conditioning. Adults amd children with hematologic malignancies undergoing cord blood transplantation.		CM		Malignant Hem.		Yes		Yes		Yes				1		S1						N								Cell		N		N

		17479		IND		4-May-17		ACTIVE		5/31/17								OTAT		Aljitawi MD, Omar		Hyperbaric Oxygen (HBO) use prior to Autologous PBSC Transplantation ; Chemotherapy		PBSC, Autologous		Treatment of patients with Multiple Myeloma.		RH		Malignant Hem.		Yes		No		Yes				2		S5						N								Cell		N		N

		17373		IND		22-Feb-17		ACTIVE		3/24/17								OTAT		Aljitawi MD, Omar		Umbilical Cord Blood Stem Cell Transplantation with Hyperbaric Oxygen and Hyperbaric Oxygen Chamber		No product listed for IND 17373		Treatment of Patients with AML ALL, Hodgkins disease , or Non-Hodgkins Lymphoma receiving umbilical cord blood stem cell transplants		RH		Malignant Hem.		Yes		Yes		Yes				2		S1						N								Cell		N		N

		17490		IND		26-May-17		ACTIVE		6/23/17								OTAT		DiscGenics		Allogeneic Adult Disc-Derived Progenitor Cells with Sodium Hyaluronate Solution, Administered Percutaneously		Multiple products listed for IND 17490		Degenerative disc disease (DDD)		CM		Rheumatology		No		No		No				1		S1						8								Cell		N		Y

		17697		IND		3-Nov-17		ACTIVE		12/1/17								OTAT		Pharmicell Co., Ltd		Autologous bone marrow-derived mesenchymal stem cells		Autologous Bone Marrow Derived Mesenchymal cells		Treatment of patients with Alcoholic Liver Cirrhosis		CM		GI/Liver		Yes		No		No				1								N								Cell		N		N

		17708		IND		22-Sep-17		ACTIVE		10/22/17								OTAT		Taiga Biotechnologies Inc		TBX-3400: autologous human PBMCs treated with the protein TBX 4000 (Tat-MYC) using the CliniMACS Prodigy system		autologous human PBMC		Stage III and IV melanoma resistant or refractory to treatment with immune checkpoint inhibitors		CM		Oncology		Yes		No		No				1		S3						N								Cell		N		N

		17672		IND		25-Aug-17		HOLD		9/22/17		HOLD		9/22/17		Yes		OTAT		Univ of Kansas Medical Center		Allogeneic, Umbilical Cord-Derived Mesenchymal Stem Cells, ex-vivo, Cultured, and Expanded Wharton's Jelly MSC.		Umbilical Cord		high-risk acute or steroid-refractory acute graft-versus-host disease		RH		GVHD/Transplant		Yes		Yes		Yes				1		S3						N		ORPHAN DESIGNATION						Cell		N		N

		17598		IND		2-Aug-17		ACTIVE		9/1/17								OTAT		Bamboo Pharmaceuticals		Adeno-associated Virus Vector (AAV) Serotype 9 Expressing Human Mini-dystrophin Gene		Multiple products listed for IND 17598		treatment of Duchenne Muscular Dystrophy (DMD).		CM		Neurology		Yes		Yes		Yes		G5		1								N		ORPHAN DESIGNATION						Gene		N		N

		17404		IND		13-Mar-17		ACTIVE		4/12/17								OTAT		Byrne MD PhD, Barry J		rAAV9-DES-hGAA		Adeno-Associated Viral Vector Type 9 Expressing Human Acid Alpha-Glucosidase Gene		Pompe disease		RH		Inborn Errors		Yes		Yes		Yes		G5		1								N						RARE DISEASE		Gene		N		N

		17403		IND		13-Mar-17		ACTIVE		4/12/17								OTAT		Glassberg MD, Marilyn K		Allogeneic human mesenchymal stem cells (hMSCs)		Allogeneic Human Mesenchymal Stem Cells		Idiopathic Pulmonary Fibrosis		RH		Pulmonary Dis.		Yes		No		Yes				1		S3						N						RARE DISEASE		Cell		N		N

		17684		IND		24-Aug-17		HOLD		9/22/17		HOLD		9/22/17		Yes		OTAT		University College London		Adeno-Associated Virus Vector expressing human Factor VIII gene [AAV2/8-HLP-FVIII-V3]		Adeno-Associated Virus Vector expressing human Factor VIII gene [AAV2/8-HLP-FVIII-V3]		to treat Hemophilia A		RH		Benign Hem.		Yes		Yes		Yes		G5		1								N								Gene		N		N

		17367		IND		28-Feb-17		ACTIVE		3/30/17								OTAT		Audentes Therapeutics, Inc.		AT132 (rAAV8-Des-hMTM1)		adeno-associated viral vector (AAV8-Des-hMTM1), serotyperAAV8-expressing the human MTM1 gene		X-linked myotubular myopathy (XLMTM) muscular disorder		CM		Neurology		Yes		Yes		Yes		G5		1				FR				N		ORPHAN DESIGNATION				RARE DISEASE		Gene		N		N

		17499		IND		17-May-17		ACTIVE		6/16/17								OTAT		Dietz PhD, Allan		Autologous Adipose Derived Mesenchymal Stem Cells		Autologous Adipose Derived Mesenchymal Stem Cells		Degenerative Disc Disease		RH		Rheumatology		No		No		No				1		S3						N								Cell		N		N

		17460		IND		25-Apr-17		ACTIVE		5/25/17								OTAT		Dietz PhD, Allan		Autologous Adipose Derived Mesenchymal Stem Cells		Adipose Tissue		treatment of traumatic spinal cord injury		RH		Neurology		Yes		Yes		No				1		S3						N								Cell		N		N

		17653		IND		5-Sep-17		ACTIVE		10/5/17								OTAT		Invectys		INVAC-1, a double stranded DNA plasmid construct encoding a modified human telomerase reverse transcriptase (hTERT) protein		a double stranded DNA plasmid		High Risk Chronic Lymphocytic Leukemia		CM		Malignant Hem.		Yes		No		Yes		G6		2								N								Gene		N		N

		17718		IND		15-Sep-17		ACTIVE		10/13/17								OTAT		Univ of Alabama at Birmingham		A Pilot Study of ex vivo expanded/Activated gamma delta T-cell Infusion Following Haploidentical Hematopoietic Stem Cell Transplantation and Post-Transplant Cyclophosphamide		No product listed for IND 17718		Hematopoietic malignancies (acute and chronic leukemia, multiple myeloma, non-hodgkins lymphoma)		RH		Malignant Hem.		Yes		No		Yes				1		S3						N								Cell		N		N

		17331		IND		29-Mar-17		ACTIVE		4/28/17								OTAT		Astellas Institute for Regenerative Medicine		Allogeneic Human Embryonic Stem Cell Derived Retinal Pigment Epithelial (hESC-RPE) Cells		Human Embryonic Stem Cell-derived retinal pigment epithelium		Advanced Dry Age Related Macular Degeneration		CM		Ophthalmology		Yes		No		No				1		S3						N								Cell		N		N

		17816		IND		7-Nov-17		ACTIVE		12/7/17								OTAT		Patel, Amit		DNA Plasmid Vector Expressing S100A1, SDF-1alpha and VEGF165 Genes Administered via Advance Coronary Sinus Infusion Catheter		No product listed for IND 17816		Congestive Heart Failure for LVAD Patients		RH		Cardiology		Yes		No		No		G6		1								5								Gene		N		Y

		17837		IND		16-Nov-17		HOLD		12/14/17		HOLD		12/14/17		Yes		OTAT		Chiappori MD, Alberto		Autologous Dendritic Cells Infected with Adenovirus Vector Type 5 Expressing p53 (Ad.p53-DC); Administered subcutaneously and Ipilimumab and Nivolumab		No product listed for IND 17837		Small cell lung cancer		RH		Oncology		Yes		No		No		G5		2								6								Gene		Y		N

		17883		IND		14-Dec-17		PENDING		12/14/17								OTAT		Planinsic MD, Raymond		Four-Factor Prothrombin Complex Concentrate (Human) [KCENTRA]		No product listed for IND 17883		Coagulopathy during liver transplantation after confirming prolonged tissue factor-triggered clotting time over 78 seconds per routine thromboelastometry and clinical diagnosis of microvascular bleeding		RH		GI/Liver		Yes		Yes		Yes				1								N								Plasma Protein Therapeutic		N		N

		17798		IND		25-Oct-17		HOLD		11/22/17		HOLD		11/22/17		Yes		OTAT		StemImmune		Autologous Stromal Vascular Fraction (SVF) and Vaccinia Virus (ACAM2000)		Multiple products listed for IND 17798		Treatment of localized prostate cancer		CM		Oncology		Yes		No		No				1		S3						N								Cell		N		N

		17568		IND		26-Jun-17		ACTIVE		7/26/17								OTAT		Cooley MD, Sarah		Allogeneic, Related-donor, CMV Positive Natural Killer Cells and Interleukin-2		Multiple products listed for IND 17568		Ovarian, Fallopian tube and Primary Peritoneal Cancer		RH		Oncology		Yes		No		Yes				1								N								Cell		N		N

		17606		IND		17-Jul-17		ACTIVE		11/17/17		HOLD		8/16/17		Yes		OTAT		Cooley MD, Sarah		Allogeneic Alpha/Beta T Cell-Depleted Hematopoietic Stem Cells; ALT-803 (Interleukin-15 complex)		Multiple products listed for IND 17606		Newly diagnosed acute myeloid leukemia (AML), treatment-related/secondary AML, and myelodysplastic syndrome (MDS).		RH		Malignant Hem.		Yes		Yes		Yes				2		S1						N								Cell		N		N

		17634		IND		9-Aug-17		ACTIVE		9/8/17								OTAT		Applied Genetics Technologies Corp		Recombinant Adeno-Associated Virus (rAAV) Vector expressing a human Retinitis Pigmentosa GTPase Regulator (RPGR) gene [rAAV2tYF-GRK1-RPGRco; AGTC-501]		recombinant adeno-associated virus (rAAV) vector expressing a human retinitis pigmentosa GTPase regulator (RPGR) gene		to treat X-linked retinitis pigmentosa (XLRP) with mutations in RPGR-ORF15		CM		Ophthalmology		Yes		Yes		Yes		G5		1								N		ORPHAN DESIGNATION				RARE DISEASE		Gene		N		N

		17786		IND		20-Oct-17		ACTIVE		11/19/17								OTAT		Fernandez MD, Luis		Ruconest; C1 esterase inhibitor [recombinant]		C1 esterase inhibitor [recombinant]		To reduce the incidence of delayed graft function (DGF) in recipients of kidneys obtained from donation after cardio-circulatory death (DCD)		RH		GVHD/Transplant		Yes		Yes		Yes				1								N								Plasma Protein Therapeutic		N		N

		17365		IND		15-Feb-17		ACTIVE		3/15/17								OTAT		Northwestern Univ		Allogeneic, Human Neural Stem Cells (NSC) Transduced with HB1.F3.CD-CRAd-S-pk7; Administered via injection Intracranially.		Allogeneic, Human Neural Stem Cells (NSC) Transduced with HB1.F3.CD-CRAd-S-pk7;		Treatment of Malignant Glioma		RH		Oncology		Yes		Yes		Yes		G1		1								N								Gene		Y		N

		17481		IND		19-May-17		ACTIVE		6/16/17								OTAT		United Neuroscience Ltd		UBITh? AD Immunotherapeutic Vaccine		Multiple products listed for IND 17481		Alzheimer's Disease		CM		Neurology		Yes		No		No				2								N								Therapeutic Vaccine		N		N

		17578		IND		12-Jul-17		ACTIVE		8/11/17								OTAT		VBI Vaccines Inc		VBI-1901: enveloped virus-like particle (eVLP) expressing a human cytomegalovirus (HCMV) glycoprotein B (gB) protein and human Cytomegalovirus (HCMV) phosphoprotein 65 (pp65)		Bivalent eVLPs expressing human CMV antigens gB and pp65		Treatment of Glioblastoma Multiforme (GBM)		CM		Oncology		Yes		Yes		Yes		G6		1				FR				N								Therapeutic Vaccine		N		N

		17363		IND		14-Feb-17		ACTIVE		3/16/17								OTAT		Center for Cancer Research		Tremelimumab, solution for infusion; Durvalumab, solution for infusion; Pexastimogene Devacirepvec (Pexa Vec), solution for infusion		Multiple products listed for IND 17363		Refractory metastatic colorectal cancer		RH		Oncology		Yes		No		Yes		G5		2								N						RARE DISEASE		Gene		N		N

		17753		IND		3-Oct-17		ACTIVE		11/2/17								OTAT		Center for Cancer Research		Autologous T-cells Transduced with Retroviral Vector Expressing T-cell Receptors for Patient-Specific Neoantigens		Multiple products listed for IND 17753		Metastatic solid cancers		RH		Oncology		Yes		No		No		G4		2								N								Gene		Y		N

		17614		IND		19-Jul-17		HOLD		8/18/17		HOLD		8/18/17		Yes		OTAT		Center for Cancer Research		Neoantigen-reactive Tumor-Infiltrating Lymphocytes with CRISPR/Cas9-mediated CISH gene inactivation		No product listed for IND 17614		Metastatic gastrointestinal epithelial cancer		RH		Oncology		Yes		No		Yes				1								N						RARE DISEASE		Gene		Y		N

		17564		IND		23-Jun-17		ACTIVE		7/21/17								OTAT		Center for Cancer Research		Autologous Mature DCs Pulsed with Long Peptides and Minimal Epitopes from Defined Neoantigens or Highly Expressed Mutations in Tumor Suppressor or Driver Genes (Vaccine)		Autologous Mature DCs		Immunotherapy for metastatic melanoma or epithelial cancer		CM		Oncology		Yes		No		No				2		S4						N								Cell		N		N

		17433		IND		31-May-17		ACTIVE		6/30/17								OTAT		Immatics US Inc		Autologous T-cells Transduced with Lentiviral Vector Expressing MAGE A4 or A8 T-cell Receptor Gene		No product listed for IND 17433		Recurrent or refractory advanced squamous non-small cell lung cancer and head and neck squamous cell carcinoma		CM		Oncology		Yes		No		No		G1		1								N								Gene		Y		N

		17533		IND		7-Jun-17		ACTIVE		7/7/17								OTAT		Posselt MD PhD, Andrew		Allogeneic Human Pancreatic Islets Cells (human, UCSF) Administered via Endoscopic Gastrointestinal Submucosal Injection		Islet cells, allogeneic		Treatment of type 1 diabetes.		RH		Endocrinology		Yes		Yes		No				1								N								Cell		N		N

		17698		IND		28-Sep-17		ACTIVE		10/26/17								OTAT		Pishvaian MD PhD, Michael		CV301 (MVA-BN-CV301 and FPV-CV301) Expressing CEA, MUC-1, LFA-3, B7.1, and ICAM-1		Multiple products listed for IND 17698		Metastatic colorectal of Pancreatic adenocarcinoma		RH		Oncology		Yes		No		Yes		G5		1								N								Gene		N		N

		17310		IND		30-Jan-17		ACTIVE		3/1/17								OTAT		PersImmune, Inc.		Allogeneic Cytotoxic T-Cells (CTC) cultured with patient-specific peptides		Multiple products listed for IND 17310		Treatment of acute myeloid leukemia and treatment of myelodysplastic syndromes		CM		Malignant Hem.		Yes		Yes		Yes				1		S3						N								Cell		N		N

		17076		IND		26-Jun-17		ACTIVE		7/26/17								OTAT		Poseida Therapeutics Inc.		Autologous T cells Transfected with piggyBac transposon Plasmid vector Expressing B-Cell Maturation Antigen (CAR-T cells)		P-BCMA-101		Treatment of refractory and/or relapsed multiple myeloma		CM		Malignant Hem.		Yes		No		Yes		G6		1								N								Gene		Y		N

		17579		IND		20-Jul-17		ACTIVE		8/19/17								OTAT		Cour Pharmaceutical Development Company Inc		Tolerogenic Immune Modifying Particles-Gliadin (TIMP-GLIA)		TIMP-GLIA		For the treatment of celiac disease.		CM		GI/Liver		Yes		Yes		No				1								N								Gliadin protein - MISC?		N		N

		17721		IND		15-Sep-17		ACTIVE		10/13/17								OTAT		Carpizo MD PhD, Darren R		CV301 (formally PANCAC) consists of two recombinant poxviral vectors expressing human carcinoembryonic antigen (CEA) and mucin-1 (MUC-1), and three human costimulatory molecules: B7.1, intercellular adhesion molecule-1 (ICAM-1), and leukocyte function-associated antigen-3 (LFA-3) (or TRIad of COstimulatory Molecules, TRICOM?).		No product listed for IND 17721		Colorectal cancer		RH		Oncology		Yes		No		No		G5		2								N								Gene		N		N
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						CY2016		56%		27%		40%		44%		19		8		22		15				CY2016		27		37		42%		58%

						CY2017		66%		38%		63%		34%		29		18		30		15				CY2017		47		45		51%		49%

						Gene combined with Genetically modified cells

										Serious		Pediatric development		Potential to impact rare diseases		Serious		Pediatric development		Potential to impact rare diseases

								CY2002		13		7		3		100%		54%		23%

								CY2003		25		9		10		96%		35%		38%

								CY2004		20		6		6		100%		30%		30%

								CY2005		22		9		9		96%		39%		39%

								CY2006		16		9		8		94%		53%		47%

								CY2007		31		13		11		100%		42%		35%

								CY2008		38		22		16		100%		58%		42%

								CY2009		36		22		20		100%		61%		56%

								CY2010		25		13		16		100%		52%		64%

								CY2011		31		17		22		100%		55%		71%

								CY2012		33		17		15		100%		52%		45%

								CY2013		38		23		25		100%		61%		66%

								CY2014		57		36		37		100%		63%		65%

								CY2015		64		41		48		94%		60%		71%

								CY2016		63		27		42		98%		42%		66%

								CY2017		92		39		68		100%		42%		74%

								All Submissions per product in counts

										Cell Therapy Products		Gene Therapy Products		Therapeutic Vaccines

								CY2002		54		22		25

								CY2003		61		41		18

								CY2004		61		39		19

								CY2005		59		34		29

								CY2006		62		36		18

								CY2007		46		44		19

								CY2008		65		50		20

								CY2009		46		44		17

								CY2010		63		44		17

								CY2011		86		44		24

								CY2012		89		53		18

								CY2013		100		53		29

								CY2014		90		72		19

								CY2015		107		80		38

								CY2016		101		79		36

								CY2017		129		106		46

								All Submissions per product in proportion to all submissions

										Cell Therapy Products		Gene Therapy Products

								CY2002		53%		22%		25%

								CY2003		51%		34%		15%

								CY2004		51%		33%		16%

								CY2005		48%		27%		23%

								CY2006		52%		30%		15%

								CY2007		42%		40%		17%

								CY2008		47%		36%		13%

								CY2009		43%		41%		16%

								CY2010		51%		35%		14%

								CY2011		55%		28%		15%

								CY2012		56%		33%		11%

								CY2013		54%		29%		16%

								CY2014		48%		39%		10%

								CY2015		47%		35%		17%

								CY2016		45%		35%		16%

								CY2017		41%		34%		15%
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Regenerative Medicine Advanced 
Therapy Designation (RMAT)

• To expedite the development and review of 
regenerative medicine advanced therapies
– Applies to certain cell therapies, therapeutic tissue 

engineering products, human cell and tissue 
products, and combination products

– Genetically modified cell therapies and gene 
therapies producing durable effects included

www.fda.gov
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• Products must be intended for serious or life-
threatening diseases or conditions

• Preliminary clinical evidence must indicate 
potential to address unmet medical needs

• Designated products are eligible as appropriate 
for priority review and accelerated approval

• Expanded range of options for fulfilling post 
approval requirements of accelerated approval

www.fda.gov

Regenerative Medicine Advanced 
Therapy Designation (RMAT)
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RMAT Designations Granted

Data as of June 30, 2018

• 24 products granted 
designation

• 15/24 products have Orphan 
Product designation

• Most are cellular therapy 
products or cell-based gene 
therapy products

www.fda.gov
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• Challenges of developing and validating 
manufacturing processes for autologous cell 
therapies

• Need for standards for the reproducible 
production of regenerative medicine products 
such as cellular therapies

www.fda.gov

Issues in the Manufacture of  
Cell and Gene Therapies
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• Lack of capacity for manufacture of lentiviral 
and adeno-associated virus (AAV) vectors is 
limiting clinical development

• Process of production in current cell lines is still 
not able to meet demand despite some 
improvement over past few years

www.fda.gov

Issues in the Manufacture of  
Cell and Gene Therapies
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• Partially automated closed manufacturing systems

www.fda.gov

Solutions on the Horizon for Cell 
and Gene Therapy Manufacturing

https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&ved=2ahUKEwifzarE1YbcAhVvm-AKHb3dDsQQjRx6BAgBEAU&url=https://www.bioprocessonline.com/doc/designing-the-cell-therapy-facility-of-the-future-0001&psig=AOvVaw1EBciDDwswSzTaayWTfm4x&ust=1530835692055232
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• Partially automated closed manufacturing systems

www.fda.gov

Solutions on the Horizon for Cell 
and Gene Therapy Manufacturing
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• Modular manufacturing facilities
– Scalable pre-built biotechnology

• Continuous manufacturing applied to biologics

www.fda.gov

Solutions on the Horizon for Cell 
and Gene Therapy Manufacturing

https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwir_r7b28HaAhWinuAKHalcDHIQjRx6BAgAEAU&url=https://www.bloomberg.com/news/articles/2015-11-01/ge-ships-ready-made-drug-factories-from-berlin-to-beijing&psig=AOvVaw2PtgIhbtL35kqyUSug4qmY&ust=1524068369547702
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• CBER is working with NIH and National Institute 
of Standards and Technology (NIST) and others 
to facilitate the development of standards for 
use in regenerative medicine 

• Plans for CBER laboratory research programs 
and collaborations with academic and public 
private partners to advance field
– Improved cell lines for vector production 

• FDA guidance suite to be issued in FY2018

www.fda.gov

Improving the Manufacture of  
Cell and Gene Therapies
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• Gene therapy protocol sponsors interact with both 
the Recombinant DNA Advisory Committee (RAC) 
at NIH and the FDA for approval and reporting of 
adverse events

• Given recent advances in gene therapy, FDA and 
NIH reviewed the utility of the existing framework

• FDA and NIH are collaborating on a proposal to 
reduce regulatory burden while enhancing the 
value added provided by the RAC

www.fda.gov

Simplifying Agency Interactions for
Gene Therapy Products
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INTERACT Program

INitial Targeted Engagement for Regulatory 
Advice on CBER producTs

• To further encourage interaction with sponsors 
and replace the pre-pre-IND meeting process 
across the Center

• Anticipate ultimately having an external-facing 
web page describing the program in detail

www.fda.gov
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The Path Toward Progress

www.fda.gov

• Keep pace with advancing technology
• Refine regulatory framework as necessary
• Overcome limitations in manufacturing
• Facilitate optimal product development
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