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Do not exit your browser without saving your RSA information using one of the save buttons at the bottom of the page! |
Do not use the forward/back browser buttons to navigate between RSAs; open a new browser window to access another RSA!

[ * penotes Required Fields

Disclaimer: The Clinical Coordinating Center of the NHLBI Gene Therapy Resource Program does not and will not hold the IND or serve as
Study Sponsor in any capacity, Further, when providing assistance to an NHLEI-approved investigator in the preparation of any regulatory or
requlatory-related document(s), the responsibilities of the IND-Sponsor andfor the Principal Investigator of the study cannot be delegated or
assigned in any way to the Clinical Coordinating Center,

Type of study related to your request for assistance (Check one):

O clinical O Preclinical

Study Abstract (maximum 2000 characters): *

If you have submitted other RSAs that relate to this study, select them from the list below:

List of submitted RSGAs RSAs related to this study
1741: 45454 A
1335: A phase I, open-label trial to define the safety, toler —|
1443: AAYY/2 for cardiomyopathies m
1423 afadf
1762 ddd
e ol
1767: ddd i~
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Section III - REGULATORY SUPPORT REGULATORY INFORMATION

HELP ||=| PRINTER FRIENDLY VERSION

Do not erit your browser without saving your RSA information using one of the save buttons at the bottom of the page!
Do not use the forward/back browser buttons to navigate between RSAs; open a new browser window to access another RSA!

* Denotes Required Fields

For Preclinical studies
Provide information regarding your study and regulatory milestones:
1. Has your Institutional Biosafety Committee (IBC) reviewed this study? *

Oves Ono

Save For Later Completion Save And Continue This RSA's ID Number is 1768
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Section 1V: Study Specific Funding Support
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Gene Therapy Resource Program

National Heart, Lung, and Blood Institute
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Section IV - STUDY-SPECIFIC FUNDING SUPPORT

HELP ||=| PRIMTER FRIENDLY VERSION

Do not exit your browser without saving your RSA information using one of the save buttons at the bottom of the page!
Do not use the forward/back browser buttons to navigate between RSAs; open a new browser window to access another RSA!

Please provide information on your current and pending funding for this research study.
Specify fundi ber{s), t of fundi and funding period.

[INIH Funding {maximum 1000 characters):
[INHLBI Funding {(maximum 1000 characters):
DD“‘IBI’ {Institution, Industry, etc) {(maximum 1000 characters):

[INo Funding Secured
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Section V: Type of Regulatory Assistance Required

GTRP HOME

Gene Therapy Resource Program

National Heart, Lung, and Blood Institute

USER MAIN PAGE USER PROFILE RSA FORMS

Section V - TYPE OF REGULATORY ASSISTANCE REQUESTED

PRIMTER FRIENDLY WERSIOMN

Do not exit your browser without saving your RSA information using one of the save buttons at the bottom of the page!
Do not use the forward/back browser buttons to navigate between RSAs; open a new browser window to access another RSA!

* Denotes Required Fields

Check all that apply:

1. Assistance with Institutional Biosafety Committee (IBC) related activities
Check aif #hat soodi:

[ a. assistance in securing an IBC

[Ib. assistance with registration of an existing IBC with NIH Office of Biotechnology Activities (OBA)
[Cle. assistance in compiling documents required for IBC review

[Jd. assistance in responding to [BC comments, modifications and recommendations

[le. assistance with submission of annual reports for IBC review

[CIf. Assistance with submission of IBC annual reports for NIH OBA review

2. Assistance with Institutional Review Board {IRB) related activities
Check o that apply:

[ a. assistance in campiling documents required for TRB review
[CJb. assistance with submission of serious and unexpected adverse events to the IRB

[Jc. assistance with submission of annual reports for IRB review

Check alf that soody:

[l 2. assistance with preparation of Investigational Mew Drug application {IND) submission
[Cb. assistance with submission of serious and unexpected adverse events to the FDA
[ e. assistance with submission of IND annual repart far FOA review

[Id. assistance with other FDA-related issues

[“] 4. Assistance with NHLBI related activities
Check alt that aoply!

[ 5. assistance with submission of final, approved clinical protocal to MHLBT
[CIb. assistance with submission of serious and unexpectsd adverse events to NHLBI
[dc. assistance with submission of NHLBI-required study reports to NHLBI

5. Assistance with NIH-OBA related activities
Check aif that apply:

[l a. assistance with preparation of matsrials (s.g. materials for RAC submission) prior to NIH-OBA subrission
[Clb. assistance with submission of final, approved clinical protocol to NIH-OBA
[Jc. assistance with submission of serious and unexpected adverse events to NIH-OBA

[d. assistance with submission of annual report to NIH-OBA

6. Assistance with Data Safety Monitoring Board (DSMB) related activities
Check aff that apodfy:

[Ja. assistance in compiling documents required for DSME review
[Ib. assistance with submissian of serious and unexpectsd adverse evants to DSMB

[Ce. assistance with planning/designing of reports for DSMBE to be prepared by data management/statistical group for study

SIS RSN This RSA's ID Number is 1768
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