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INSTRUCTIONS FOR RESEARCH PLAN NARRATIVE

Amendment to: Section VII. Content and Form of Application Submission

All application materials/forms are also available to you on the ATN website. Link: https://secure.emmes.com/atnweb

1. The application Cover Sheet. Include Pl details as well as the institutional business official responsible for
managing/negotiating subcontract agreements.

2. An Abstract of the Proposal (250 words or less) is required.

3. Administrative Acknowledgement Notice or Letter from the Human Subjects Institutional Review Board
indicating the IRB's acknowledgement of the grant application.

4. Proof that all identified personnel have completed appropriate Humans Subjects Ethics training and HIPPA
training. Include copies of completion certificates for all identified key personnel.

5. Biographical Sketches (standard PHS 398 pages) for all identified key research personnel should be provided

using the NIH format only and should not exceed 4 pages per individual. A copy of the NIH biographical sketch
form can be found on the following webpage (http://grants.nih.gov/grants/funding/phs398/phs398.html).

6. Budget Request: You must use the standard PHS 398 Budget Forms pages 4 & 5 found here:
(http://grants.nih.gov/grants/funding/phs398/phs398.html).
7. A detailed Budget Justification, itemized by category is required. The budget justification is not considered part

of your 12-page proposal. Funds may be allocated for personnel, consultants, supplies, travel, patient costs,
equipment, and miscellaneous expenses. Equipment allocations cannot be used for large, permanent equipment
purchases. Indirect costs are not inclusive of the total award. Please note that the applicant must submit a copy
of the latest negotiated rate agreement.

LEVEL 1: Support opportunities targeting junior-level investigators —
To support short-term pilot studies, which can include analyses of existing ATN registry data; proposal leadership
should have clear mentoring from senior investigator(s), preferably one at the home institution but can have
additional mentoring elsewhere. These studies would likely be conducted in a 12-18 month period.

Number of Subcontracts:  3-5 subcontracts available to support Level 1 activity.

Subcontract Amounts: Up to $40,000 direct costs for 1 year.

LEVEL 2: Support opportunities targeting both junior and senior-level investigators —
To support larger innovative projects gathering pilot data for more in-depth studies fundable by external sources
(Autism Speaks, NIH, etc). These studies would likely be conducted over a 2 year period and include efforts to
bring multiple research disciplines together. Funding for year-02 is contingent upon a satisfactory progress
report and submission of an updated budget.

Number of Subcontracts:  2-3 subcontracts available to support Level 2 activity.

Subcontract Amounts: Up to $125,000 direct costs (per year) for up to 2 years.
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8. Proposal / Research Plan Narrative
Total Page Limit: 12 pages (single-sided). This does not include table of contents, references or
supporting materials such as budgets, budget justifications, or other supporting
documents.
Font: Arial, Times New Roman, or Palatino Linotype typeface and a font size of 12 points. A

smaller font size may be used for figures, graphs, diagrams, charts, tables, figure
legends, and footnotes, but this type must follow the font typeface requirement and
be readily legible.

Margins: 1” on all sides.

Paper: 8% X 11” (no A4)

Numbering: All pages in this proposal should be numbered sequentially in the bottom right
corner.

Headers: The RFA number should appear with the full name of the Principal Investigator as

shown below (top right, justified margin).

Principal Investigator: LAST, First Middle Initial
ATN-AIR-09-01

DETAILED INSTRUCTIONS FOR RESEARCH PLAN NARRATIVE

I. Introduction: Should be a brief discussion of what led to the current study:
e what previous studies have shown that led you to formulate this specific question;
e should not be lengthy review of literature;
e close with a statement of the question to be addressed in the study and brief comment regarding the type or setting
of the study.

1. Specific Aims & Hypothesis: Clearly state the study aims and associated hypothesis:
e  describe well-focused objectives and milestones;
e  consider your aims to test your hypothesis;
e  limit your proposal to 3-4 aims, at most.

Ill. Background & Significance / Preliminary Studies: Describe the theoretical framework, initial development, and existing
empirical support for the study:

e background for the study design;

e  expected therapeutic benefit(s) and the likelihood that the benefit(s) will outweigh any negative side effects;

e selection of the targeted symptom(s)

e  how the expected benefit(s) of the treatment will address the needs of the participating children and families,

including specific functional outcomes;
e how strong positive findings could be further evaluated in larger studies;
e use of any biomarkers.

IV. Research Design & Methods: Include recruitment and sample description, inclusion/exclusion criteria, study measures,
analytic plan:

e sampling strategy, implementation and evaluation methods;

e  study measures (i.e., what do they measure, how reliable are they, reference them if used in previous studies; for

intervention studies, when applied (i.e., before/after, etc.);

e the nature and relevance of control groups (including the use of historical control groups);

. methods to control for confounding factors and bias;

e  statistical power analysis;

e  data analysis plan (both techniques and how specific main questions will be answered) & potential limitations;

e  feasibility of achieving study objectives within the funding period (including sample availability) / timeline;

e address any ethical issues implicit in study design.

V. References: Literature cited with complete literature citations including titles and all authors.
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