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1. INTRODUCTION:
The overall goal of this project is to evaluate whether gut microbiome can help predict response to cytotoxic
chemotherapy in patients with metastatic colorectal cancer. Briefly, patients with measurable metastatic
colorectal cancer will be enrolled. Gut microbiome samples will be collected before initiation of chemotherapy
and after 8 cycles of chemotherapy. The study has following objectives.

Primary Objectives:

1. Does gut microbiome composition at presentation predict response of metastatic colon and rectal cancer to
the standard of care chemotherapy?

Secondary Objectives:

What is the effect of chemotherapy treatment on gut microbiome?

Does change in gut microbiome correlate with response to chemotherapy?

Does tumor mutational composition correlate with gut microbiome?

Does gut microbiome composition at presentation predict progression free survival?

P

2. KEYWORDS:
Colorectal cancer, chemotherapy, gut microbiome

3. ACCOMPLISHMENTS:
What were the major goals of the project?

The major goals of the project for the 1% year at UAB were:
1) Review and approval of the human studies by IRB and HRPO

2) Review and approval of animal studies by IACUC and ACURO
3) Recruitment of the 1% 13 subjects

The major goals of the project for the 1% year at the U Miami were:
1) Review and approval of the human studies by IRB and HRPO

2) Review and approval of animal studies by IACUC and ACURO
3) Recruitment of the 1% 7 subjects at the UAB

What was accomplished under these goals?



Despite hurdles imposed by the pandemic and the move of the initiating PI from U Miami to UAB, we have
made significant progress.

At this time at the UAB site, we have achieved the following
1. Single site approval of the study
2. HRPO approval of the study
3. TACUC approval of the study
4. ACURO approval of the study
5. Hiring of the clinical research coordinator

At this time at the U Miami site, we have achieved the following

1. TACUC approval of the study

2. IRB approval of the study

3. IRB modification submission for the single site
We did face some significant challenges due to pandemic and other issues. For instance, we had gotten separate
IRB approval for UAB and U Miami. However, after achieving these we were informed that DOD has moved to
the single site IRB management. Thus, we had to go back to our IRBs and get approval for single site, which
significantly delayed the launch of this study. However, we have recovered from this delay. The study is open at
UAB and few patients have already been recruited and the U Miami is currently in their last stages of approval.

What opportunities for training and professional development has the project provided?

N/A

How were the results disseminated to communities of interest?

Nothing to report

What do you plan to do during the next reporting period to accomplish the goals?

Goals for the next reporting period



1. Recruitment of 32 patients in next 1 year.
2. Use of stool samples from 1% 8 patients in animals to understand the effect of stool transplantation on
the tumor growth.
3. Microbiome analysis of patient samples.

4. IMPACT:

What was the impact on the development of the principal discipline(s) of the project?

Nothing to report

What was the impact on other disciplines?

Nothing to Report

What was the impact on technology transfer?

Nothing to Report

What was the impact on society beyond science and technology?

Nothing to Report



5. CHANGES/PROBLEMS:

Nothing to report

Changes in approach and reasons for change

Nothing to report

Actual or anticipated problems or delays and actions or plans to resolve them

We did face some significant challenges due to pandemic and other issues (transfer of the initiating PI from U
Miami to UAB). For instance, we had gotten separate IRB approval for UAB and U Miami. However, after
achieving these we were informed that DOD has moved to the single site IRB management. Thus, we had to go
back to our IRBs and get approval for single site, which significantly delayed the launch of this study. However,
we have recovered from this delay. The study is open at UAB and few patients have already been recruited and
the U Miami is currently in their last stages of approval.

Changes that had a significant impact on expenditures

N/A
Significant changes in use or care of human subjects, vertebrate animals, biohazards, and/or select agents

Significant changes in use or care of human subjects

N/A

Significant changes in use or care of vertebrate animals

N/A

Significant changes in use of biohazards and/or select agents

N/A



6. PRODUCTS:

o Publications, conference papers, and presentations

Journal publications.

Nothing to Report

Books or other non-periodical, one-time publications.

Nothing to Report

Other publications, conference papers and presentations.

Nothing to Report

° Website(s) or other Internet site(s)



Nothing to Report

Technologies or techniques

Nothing to Report

Inventions, patent applications, and/or licenses

Nothing to Report

Other Products




Nothing to Report

7. PARTICIPANTS & OTHER COLLABORATING ORGANIZATIONS

What individuals have worked on the project?

Name: Vikas Dudeja

Project Role: PI

Researcher Identifier (e.g. ORCID ID):

Nearest person month worked: 1.2

Contribution to Project: Overall guidance, design and direction of the project
Funding Support: Billed to the grant

Name: Ana Karen Gutierrez Garcia

Project Role: Post doctoral fellow

Researcher Identifier (e.g. ORCID ID):

Nearest person month worked.: 3

Contribution to Project: writing [ACUC protocol, setting up models
Funding Support: Billed to the grant

Name: Utpreksha Vaish

Project Role: PI
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Funding Support: Billed to the grant



Has there been a change in the active other support of the PD/PI(s) or senior/key personnel since the last
reporting period?

What other organizations were involved as partners?

Nothing to Report
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