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Against:  0 

Recused:  1  

Absent:  6 

Abstained: 0 

 

 

Initial Protocol 

2. Review of PROTO202500025 

Title: MED25-229: Phase 1/2 Study Evaluating Genetically 

Modified Autologous T-cells Expressing a T-cell Receptor 

Recognizing a Cancer/germline Antigen as Monotherapy or in 

Combination with Nivolumab in Patients with Recurrent 

and/or Refractory Solid Tumors 

Investigator: Alexander Shoushtari 

Submission ID PROTO202500025 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is a phase 1/2 Study Evaluating Genetically Modified Autologous 

T-cells Expressing a T-cell Receptor Recognizing a Cancer/germline Antigen as 

Monotherapy or in Combination with Nivolumab in Patients with Recurrent and/or 

Refractory Solid Tumors. The Reviewer did not express any concerns and 

recommended approval. The Committee voted to approve the trial. 

e. Applicable section of NIH Guidelines: Section III-C-1 

f. Containment level: BSL-2 

g. Votes: 

For:  11 

Against:  0 

Recused:  1  

Absent:  6 

Abstained: 0 

 

 

Continuing Review 

3. Review of SAF03904 

Title: Continuing Review for PROTO202300030 

Investigator: Michael Postow 

Submission ID SAF03904 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the annual review for a Phase 3, randomized, placebo- and 

active-controlled, parallel-group, multicenter, double-blind safety and efficacy study 

of adjuvant V940 plus pembrolizumab (Arm A) versus adjuvant placebo plus 
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Title: Continuing Review for PROTO202300029 

Investigator: Jamie Chaft 

Submission ID CR202500000006 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the annual review for a Phase 3, Randomized, Double-blind, 

Placebo- and Active-Comparator-Controlled Study of Adjuvant V940 (mRNA-4157) 

& Pembro vs Adjuvant Placebo & Pembro in Participants with Resected Stage II, 

IIIA, IIIB (N2) NSCLC. No changes, accidents, exposures or loss of containment 

were reported. The Reviewer did not have any concerns and recommended approval. 

The Committee voted to approve the annual review. 

e. Applicable section of NIH Guidelines: Section III-C-1 

f. Containment level: BSL-1 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Continuing Review 

6. Review of SAF03902 

Title: Continuing Review for PROTO201900027 

Investigator: Sandra D'Angelo 

Submission ID SAF03902 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments:  This is the annual review for a master protocol to assess the safety and  

Antitumor Activity of Genetically Engineered T Cells in NY-ESO-1 and/or LAGE-1a 

positive solid tumors. No changes, accidents, exposures or loss of containment were 

reported. The Reviewer did not have any concerns and recommended approval. The 

Committee voted to approve the annual review. 

e. Applicable section of NIH Guidelines: Section III-C-1 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 
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Amendment/CR 

7. Review of SAF03925 

Title: Amendment/CR for PROTO202400026 

Investigator: Ivan Kotchetkov 

Submission ID SAF03925 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the amendment and annual review for a Phase I Study of MB-

CART19.1 Cellular Therapy for Relapsed/Refractory Primary and Secondary Central 

Nervous System Lymphoma (CNSL) using on-site manufacturing with the clinimacs 

prodigy device. No accidents, exposures or loss of containment were reported. The 

purpose of the amendment is to update personnel and administrative documents. The 

Reviewer did not have any concerns and recommended approval. The Committee 

voted to approve the amendment and annual review. 

e. Applicable section of NIH Guidelines: Section III-C-1 

f. Containment level: BSL-2 

g. Votes: 

For:  11 

Against:  0 

Recused:  1  

Absent:  6 

Abstained: 0 

 

 

Amendment/CR 

8. Review of SAF03923 

Title: Amendment/CR for PROTO202200010 

Investigator: Jae Park 

Submission ID SAF03923 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the amendment and annual review for a Phase I Study of T-cell 

receptor α constant (TRAC) Locus Integrated CD19-Targeted 19(T2)28z1xx 

Chimeric Antigen Receptor (CAR) Modified T Cells in Adult Patients with Relapsed 

or Refractory Large B-Cell Lymphoma. No accidents, exposures or loss of 

containment were reported. The purpose of the amendment is to update personnel. 

The Reviewer did not have any concerns and recommended approval. The Committee 

voted to approve the amendment and annual review. 

e. Applicable section of NIH Guidelines: Section III-C-1 

f. Containment level: BSL-2 

g. Votes: 
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For:  11 

Against:  0 

Recused:  1  

Absent:  6 

Abstained: 0 

 

 

Amendment 

9. Review of SAF03934 

Title: Amendment for PROTO202500012 

Investigator: Jae Park 

Submission ID SAF03934 

a. Determination: Approved 

b. Last day of continuing review period: 6/30/2026 

c. Required modifications: None 

d. Comments: This amendment is for updating administrative documents. The 

Reviewer did not have any concerns and recommended approval. The Committee 

voted to approve the amendment. 

e. Applicable section of NIH Guidelines: Section III-C-1 

f. Containment level: BSL-2 

g. Votes: 

For:  11 

Against:  0 

Recused:  1  

Absent:  6 

Abstained: 0 

 

 

Amendment 

10. Review of SAF03932 

Title: Amendment for PROTO202300024 

Investigator: Jae Park 

Submission ID SAF03932 

a. Determination: Approved 

b. Last day of continuing review period: 8/31/2026 

c. Required modifications: None 

d. Comments: This amendment is for updating the committee about two reversible, 

non-fatal dose-limiting toxicities at the initial dose. The protocol has been revised to 

test a lower dose both with and without lymphodepleting chemotherapy to ensure 

safety, without changing recruitment or increasing patient numbers. The Reviewer did 

not have any concerns and recommended approval. The Committee voted to approve 

the amendment. 

e. Applicable section of NIH Guidelines: Section III-C-1 
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f. Containment level: BSL-2 

g. Votes: 

For:  11 

Against:  0 

Recused:  1  

Absent:  6 

Abstained: 0 

 

 

Amendment 

11. Review of SAF03933 

Title: Amendment for PROTO202400008 

Investigator: Ritesh Kotecha 

Submission ID SAF03933 

a. Determination: Approved 

b. Last day of continuing review period: 5/31/2026 

c. Required modifications: None 

d. Comments: This amendment is for updating administrative documents. The 

Reviewer did not have any concerns and recommended approval. The Committee 

voted to approve the amendment. 

e. Applicable section of NIH Guidelines: Section III-C-1 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Amendment 

12. Review of SAF03937 

Title: Amendment for PROTO202500002 

Investigator: Jae Park 

Submission ID SAF03937 

a. Determination: Approved 

b. Last day of continuing review period: 4/30/2026 

c. Required modifications: None 

d. Comments: This amendment is for updating personnel and administrative 

documents. The Reviewer did not have any concerns and recommended approval. 

The Committee voted to approve the amendment. 

e. Applicable section of NIH Guidelines: Section III-C-1 

f. Containment level: BSL-2 
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g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Initial Protocol 

15. Review of LAB202500119 

Title: Therapeutics Bridge Laboratories (Peter Meinke) 

Investigator: Peter Meinke 

Submission ID LAB202500119 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is an initial review for the Therapeutics Bridge Laboratories. Their 

research focuses on antibody and small molecule discovery for projects related to 

oncology drug development. The reviewer sought clarification about sharps usage 

and incident response SOP. These clarifications were addressed and they 

recommended approval. The Committee voted to approve the triennial review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I, III-F-8, Appendix C-

II, III-F-8 Appendix C-III, III-D-3-b 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Triennial Protocol 

16. Review of LAB202500124 

Title: Marc Ladanyi Research 

Investigator: Marc Ladanyi 

Submission ID LAB202500124 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the triennial review for the Ladanyi lab which studies molecular 

profiling of lung cancer and sarcomas to identify targetable vulnerabilities and 

develop therapy. The Reviewer did not have any concerns and recommended 

approval. The Committee voted to approve the triennial review. 
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e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I, III-F-8, Appendix C-

II, III-D-3-b 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Triennial Protocol 

17. Review of LAB202500125 

Title: Molecular Cytology Facility (Murray Tipping) 

Investigator: Murray Tipping 

Submission ID LAB202500125 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the triennial review for the Molecular Cytology Facility which 

studies the detection and analysis of molecules in their natural environment. The 

Reviewer did not have any concerns and recommended approval. The Committee 

voted to approve the triennial review. 

e. Applicable section of NIH Guidelines: N/A 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Triennial Protocol 

18. Review of LAB202500122 

Title: Christopher Klebanoff  Lab 

Investigator: Christopher Klebanoff 

Submission ID LAB202500122 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the triennial review for the Klebanoff Lab which studies the 

clinical development of TCR-based immunotherapeutics that can persist and mediate 
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durable tumor regression in cancer patients. The Reviewer did not have any concerns 

and recommended approval. The Committee voted to approve the triennial review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I, III-D-3-b 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Triennial Protocol 

19. Review of LAB202500107 

Title: Prasad Jallepalli Lab 

Investigator: Prasad Jallepalli 

Submission ID LAB202500107 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the triennial review for the Jallepalli Lab which studies how 

human cells duplicate and transmit their chromosomes during each round of 

division. The Reviewer did not have any concerns and recommended approval. The 

Committee voted to approve the triennial review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I; III-F-8, Appendix C-

II, III-D-3-b, III-D-1-a, III-E 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Triennial Protocol 

20. Review of LAB202500118 

Title: Lorenz Studer Lab 

Investigator: Lorenz Studer 

Submission ID LAB202500118 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 
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d. Comments: This is the triennial review for the Studer Lab which uses human 

pluripotent stem cells (hPSCs) to study neural development, aging, and 

neurodegenerative disease, while developing cell-based therapies. The Reviewer did 

not have any concerns and recommended approval. The Committee voted to approve 

the triennial review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I,  III-F-8, Appendix C-

II, III-D-1-a, III-D-3-b 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Triennial Protocol 

21. Review of LAB202500112 

Title: Luis Parada Lab 

Investigator: Luis Parada 

Submission ID LAB202500112 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the triennial review for the Parada Lab which uses genetically 

engineered and PDX mouse models to study neural tumors. The Reviewer expressed 

concerns about the decontamination of brain tumor specimens which could 

potentially raise the risk of prions. This issue was addressed and the Reviewer 

recommended approval. The Committee voted to approve the triennial review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I, III-D-3-a, III-D-3-b 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Continuing Review 

22. Review of CR202500000007 
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Title: Continuing Review for LAB202500013 

Investigator: Tobias Walther 

Submission ID CR202500000007 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This annual review is for the Walther Lab which aims to investigate 

disorders of lipid storage and metabolism as well as neurodegeneration. No changes, 

accidents, exposures, or loss of containment were reported. The Committee voted to 

approve the annual review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I, III-F-8, Appendix C-

II, III-F-8, Appendix C-III, III-D-3-b, III-D-1-a, III-E 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Continuing Review 

23. Review of SAF03929 

Title: Continuing Review for LAB202500001 

Investigator: Omar Abdel-Wahab 

Submission ID SAF03929 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This annual review is for the Abdel-Wahab Lab which aims 
to understand the role of genetic alterations in development of leukemias and 

lymphomas. An amendment was submitted to add materials (mRNA lipid 

nanoparticles, new AAV constructs) and update personnel. No accidents, exposures, 

or loss of containment were reported. The Committee voted to approve the annual 

review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I, III-F-8, Appendix C-

II, III-D-1-a, III-D-3-b 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 
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Continuing review with amendment 

24. Review of SAF03954 

Title: Amendment/CR for LAB202500009 

Investigator: Thomas Vierbuchen 

Submission ID SAF03954 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the amendment and the annual review for the Vierbuchen Lab. 
The lab seeks to elucidate fundamental mechanisms governing the production of the 

myriad neuronal cell types required to build functioning neural circuits. No accidents, 

exposures or loss of containment were reported. The purpose of the amendment is to 

update personnel. The Committee voted to approve the amendment and annual 

review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I, III-F-8, Appendix C-

II, III-D-1-a, III-D-3-b 

f. Containment level: BSL-2+ 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Continuing review with amendment 

25. Review of SAF03947 

Title: Amendment/CR for LAB202500011 

Investigator: Jessica Sheu-Gruttadauria 

Submission ID SAF03947 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the amendment and the annual review for the Sheu-Gruttadauria 

Lab. The lab investigates how biomolecular condensates and biological phase 

transitions shape gene expression in physiology and disease. No accidents, exposures 

or loss of containment were reported. The purpose of the amendment is to update 

personnel. The Committee voted to approve the amendment and annual review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I, III-F-8, Appendix C-

II, III-D-3-b, III-E 

f. Containment level: BSL-2 

g. Votes: 

For:  12 
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Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Continuing review with amendment 

26. Review of SAMENDCR202600000001 

Title: Amendment/CR for LAB202500006 

Investigator: Sohrab Shah 

Submission ID SAMENDCR202600000001 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the amendment and the annual review for the Shah Lab. The lab 

focuses on understanding how tumors evolve over time using multimodal data and 

computational modeling. No accidents, exposures or loss of containment were 

reported. The purpose of the amendment is to update personnel. The Committee voted 

to approve the amendment and annual review. 

e. Applicable section of NIH Guidelines: N/A 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Continuing review with amendment 

27. Review of SAF03940 

Title: Amendment/CR for LAB202300077 

Investigator: Xiuyan Wang 

Submission ID SAF03940 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the amendment and the annual review for the Gene Transfer Core 

Facility (Xiuyan Wang). The core manufactures patient cells and genetically modifies 

these cells with replication defective gammaretroviral and lentiviral vectors as well as 

gene editing tools. No accidents, exposures or loss of containment were reported. The 

purpose of the amendment is to update personnel, administrative documents, and 

additional cell lines. The Committee voted to approve the amendment and annual 

review. 
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e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I,  III-F-8, Appendix C-

II, III-D-1-a, III-D-3-a, III-D-3-b 

f. Containment level: BSL-2 

g. Votes: 

For:  11 

Against:  0 

Recused:  1  

Absent:  6 

Abstained: 0 

 

 

Continuing review with amendment 

28. Review of SAMENDCR202600000002 

Title: Amendment/CR for LAB202400016 

Investigator: John Maciejowski 

Submission ID SAMENDCR202600000002 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 

c. Required modifications: None 

d. Comments: This is the amendment and annual review for the Maciejowski lab. The 

lab focuses on the pathways leading to clustered mutation and chromosome 

rearrangements to determine how engagement of these pathways impacts cancer 

progression, heterogeneity, and response to therapy. No accidents, exposures or loss 

of containment were reported. The purpose of the amendment is to update personnel. 

The Committee voted to approve the amendment and annual review. 

e. Applicable section of NIH Guidelines: III-D-3-b, III-F-8 Appendix C-II, III-F-8 

Appendix C-I 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Continuing review with amendment 

29. Review of SAF03951 

Title: Amendment/CR for LAB202500004 

Investigator: Michael Overholtzer 

Submission ID SAF03951 

a. Determination: Approved 

b. Last day of continuing review period: 1/31/2027 
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c. Required modifications: None 

d. Comments: This is the amendment and the annual review for the Overholtzer lab. 

Their lab studies how nutrient signaling pathways are regulated, and how 

programmed cell death resulting from nutrient deprivation contributes to cancer 

progression or therapy. No accidents, exposures or loss of containment were reported. 

The purpose of the amendment is to update personnel. The Committee voted to 

approve the amendment and annual review. 

e. Applicable section of NIH Guidelines: III-F-8, Appendix C-I, III-D-3-b, III-F-8 

Appendix C-II, III-D-3-a 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 

 

 

Amendment 

30. Review of SAF03950 

Title: Amendment for LAB202300059 

Investigator: Joao Xavier 

Submission ID SAF03950 

a. Determination: Approved 

b. Last day of continuing review period: 9/30/2026 

c. Required modifications: None 

d. Comments: This amendment is for adding Klebsiella pneumoniae to the lab’s IBC 

registration. The Reviewer’s clarification about in vivo use was addressed and they 

recommended approval. The Committee voted to approve the amendment. 

e. Applicable section of NIH Guidelines: N/A 

f. Containment level: BSL-2 

g. Votes: 

For:  12 

Against:  0 

Recused:  0  

Absent:  6 

Abstained: 0 




