Brint Page About |

RESEARCH & RELATED Other Project Information

1. T Are Human Subjects Involved? (3 ves 4 No
f.a W YES to Human Subjects
Is the IRB review Pending? & Yes & Mo
IRE Approval Date: I—
Exemption Number. @1 @2 33 Bl4 @5 =&

Human Subject Assurance Number:

2. * Are Vedtebrate Animals Used? (3} Ves 4 Nao

2a  If YES to Verebrate Animals
Is the IACUC review Pending? @ Yes & No
ACUC Approval Date: I—
Animal Welfare Assurance Number l—

3. *ls proprietary/privileged i jon included in the applicati 1 ves o No

4.a. * Does this project have an actual or potential impact on the environment? (3 Yes 4 No

4.bIf yes, please explain |

4.c. Ifthis project has an actual or potential impact on the environment, has an exemption been suthorized or an environmental assessment (EA) or
emvironmental impact statement (EIS) been performed? @ Yes @ No

4.d If yes, please explain I

&.a. * Does this project involve activities outside the U.S. or p p with i Ci 0 yas 4 Mo

5.b. If yes, identify countries: |

5.c. Optional Explanation: |
6. * Project Summary/Abstract I Add Attachment I m m
7. Projoct Nanatve | QYRR et ftachment | View Atschnen |

#. Bibliography & References Cited I Add Altachment I m m
9. Facilities & Other Resources | Add Attachment | EETEYITERIRTN| EEFTSEm| (2l




Tips for completing the Other Project Information Component

Field 1: Are Human
Subjects Involved?

Are Human
Subjects Involved?

If activities involving human subjects are planned at any
time during the proposed project at an performance site,
check the Yes box. Check this box even if the proposed
project is exempt from Regulations for the Protection of
Human Subjects. If no activities involving human
subjects are planned, check the No box.

Field 1.a.:
Is the IRB review
Pending?

If the IRB review is pending, check the Yes box,
otherwise check the No box. In the IRB Approval Date
field, enter the latest approval date if available, leave the
date blank if Pending. Applicants should check the Yes
box to the question “Is the IRB review Pending?” even if
the IRB process has not begun at the time of
submission.

IRB Approval Date

Note that an IRB Approval Date is not required at the
time of submission. This may be requested later as a
Just-In-Time requirement.

Exemption Number

If human subjects activities are exempt form Federal
regulations, provide the exemption numbers
corresponding to one or more of the exemption
categories. Regulations can be found at
http://ohrp.osophs.dhhs/gov/humansubjects/guidance/4
5cfr46.htm

Human Subject
Assurance Number

Do not insert the human subjects assurance number of
any collaborating institution. The Rutgers assurance
number is 00003913.

Field 2: Are
Vertebrate Animals
Used?

Are Vertebrate
Animals Used?

If activities involving vertebrate animals are planned at
any time during the proposed project at any
performance site, check the Yes box.

Field 2.a.:

If YES to
Vertebrate
Animals, Is the
IACUC review
Pending?

If the IACUC review is pending, check the Yes box,
otherwise check the No box. In the IACUC Approval Date
field, enter the latest approval date if available, leave the
date blank if Pending. Applicants should check the Yes
box to the question “Is the IACUC review Pending?” even
if the process has not begun at the time of submission.

IACUC Approval
Date

Note that an IACUC Approval Date is not required at the
time of submission. This may be requested later as a
Just-In-Time requirement.

Animal Welfare
Assurance Number

The Rutgers assurance number is A3262-01.




Tips for completing the Other Project Information Component

Field 3: Is
proprietary/
privileged
information included
in the application

If the application contains such information, check the Yes box and clearly
mark each line or paragraph on the pages containing the
proprietary/privileged information with an asterisk (*) and with the legend
similar to: “The following contains proprietary/privileged information that
(name of applicant) requests not be released to persons outside the
Government, except for purposed of review and evaluation.”

Field 4:
Environmental
Questions

Unless a specific FOA indicates that the National Environmental Policy Act
(NEPA) applies, applicants should check No.

Field 5: Activities
Outside US or with
International
Collaborators

If the applicant organization is a foreign institution or if the project includes a
foreign component, the applicants must check yes.

Field 6: Project
Summary/Abstract

The Project Summary must contain a summary of the proposed activity
suitable for dissemination to the public. It should be a self-contained
description of the project and should contain a statement of objectives and
methods to be employed. It should be informative to other persons working in
the same or related fields and insofar as possible understandable to a
scientifically or technically literate lay reader. This Summary must not include
any proprietary/confidential information.

The first and major component of the Project Summary/Abstract (i. e.,
“Description”) is a Project Summary. It is meant to serve as a succinct and
accurate description of the proposed work when separated from the
application. State the application’s broad, long-term objectives and specific
aims, making reference to the health relatedness of the project (i.e., relevance
to the mission of the agency). Describe concisely the research design and
methods for achieving the stated goals. This section should be informative to
other persons working in the same or related fields and insofar as possible
understandable to a scientifically or technically literate reader. Avoid describing
past accomplishments and the use of the first person. Finally, please make
every effort to be succinct.

This section must be no longer than 30 lines of text, and follow the required
font and margin specifications. An abstract which exceeds this allowable
length may be flagged as an error by the agency upon submission. This would
require a corrective action before the application will be accepted.

Field 7: Project
Narrative

For NIH and other PHS agencies applications, this attachment will
reflect the second component of the Project Summary. The second
component of the Project Summary/Abstract (i.e., “Description”) is
Relevance. Using no more than two or three sentences, describe the
relevance of this research to public health. In this section, be succinct and
use plain language that can be understood by a general, lay audience.

A separate Research Plan component is required for NIH applications.




Tips for completing the Other Project Information Component

Field 8: Bibliography
& Literature Cited

Provide a bibliography of any references cited in the Project Narrative. Each
reference must include the names of all authors (in the same sequence in
which they appear in the publication), the article and journal title, book title,
volume number, page numbers, and year of publication. Include only
bibliographic citations. Be especially careful to follow scholarly practices in
providing citations for source materials relied upon when preparing any section
of the application.

Note this section (formerly “Literature Cited”) should include any references
cited in the PHS 398 Research Plan component. The reference should be
limited to relevant and current literature. While there is not a page limitation,
it is important to be concise and to select only those literature references
pertinent to the proposed research.

Field 9: Facilities
and Other
Resources

This information is used to assess the capability of the organizational
resources available to perform the effort proposed. Identify the facilities to be
used (Laboratory, Animal, Computer, Office, Clinical and Other). If
appropriate, indicate their capacities, pertinent capabilities, relative proximity
and extent of availability to the project. Describe only those resources that are
directly applicable to the proposed work. Provide any information describing
the Other Resources available to the project (e.g., machine shop, electronic
shop) and the extent to which they would be available to the project.

If there are multiple performance sites, then resources available at each site
should be described. In describing the scientific environment in which the
work will be done, discuss ways in which the proposed studies will benefit
from unique features of the scientific environment, or subject populations or
employ useful collaborative arrangements. If research involving Select
Agent(s) will occur at any performance site(s), the biocontainment resources
available at each site should be described.

Field 10: Equipment

List major items of equipment already available for this project and, if
appropriate identify location and pertinent capabilities.

Field 11: Other
Attachments

Attach a file to provide any other project information not provided above or in
accordance with the announcement and/or agency-specific instruction/

Reminder: A/l attachments need to be in PDF format, and must not contain headers,
footers, pager numbers, fillable forms, or security features.






