PENNSTATE HERSHEY Medical Student Research Program

B2 College of Medicine Proposal Submission Form
STUDENT NAME: CLASS:
E-mail address: Cell phone number: Mailbox:

Faculty Research Advisor:
Advisors’ Mailcode (if PSU) or address:

Adyvisor’s Department:

Advisor’s e-mail address:

Advisor’s Phone number :

PROJECT TITLE:

Title must be included for review.

Required Federal Regulatory Assurances for Research

A. Human Subjects
1. Does your research involve human subjects in any manner (including surveys, charts, etc)?
UNo UYes
If yes, provide Institutional Review Board (IRB) approval (or pending) protocol number:

If yes, provide a copy of the Completion Certificate from your CITI Training session.

2. Does your human subjects research involve physicians or patients during regular clinic visits?

UNo OYes UNot applicable
If yes, do you have permission from the relevant unit leader (Department Chair, Division Chief, Head, etc)?
UNo OYes UNot applicable

If yes, please include a copy of your approval letter.

B. Does your research involve any vertebrate animals? UNo QYes Protocol Number
If yes, provide Institutional Animal Care and Use Committee (IACUC) approval (or pending) protocol number.

C. Does your research involve hazardous chemicals, recombinant DNA, human cell lines, or other potentially
dangerous substances? UNo QYes Protocol Number
If yes, provide Biological Safety and Recombinant DNA approval (or pending) protocol number.

If yes, please provide documentation of laboratory safety training.

2k 3k sk sk ok sk s sk sk s sk sk s sk sk sk sk sk s sk sk s sk s s sk sk sk sk sk sk sk sk s sk sk s sk sk sk sk sk sk sk sk sk sk ke s sk ke sk sk sk sk sk sk s sk ke s sk sk sk sk sk sk sk sk sk sk ke s sk sk sk sk sk sk sk sk sk sk ke s sk s ook sk sk sk skoskok sk

MSR USE ONLY:

Human Subjects J Animals Biosafety Med Records PHS Offsite Global

YES NO YES NO [ YES NO [ YES NO [ YES NO [ YES NO ] YES NO
IRB IACUC # Protocol Signature Signature Signature Approved

CITI Training Human

Letter Biosafety

MSR Committee Reviewer | Additional

Concerns:

Form Date: May 2012




Required Medical Student Research Approvals

D. Do you need access to non-electronic medical records? OYes UNo
If yes, please obtain the signature of the Supervisor for Record Storage and Retrieval (x8038)

Supervisor Signature Date

E. Will this study require statistical services from Public Health Sciences (PHS)? UYes UNo
If yes, please obtain signature of the PHS consulting Director

PHS Consulting Director Signature Date

F. Is this study going to be conducted at another US institution? UYes UNo
If yes, please provide the following:

1. A signature attesting to the following statement:

“I have reviewed this proposal and attest that the resources needed by the student for his/her part of the
study will be available during the expected study period”

Off-Campus Advisor Signature Date

2. [If the project involves human subjects, provide the IRB protocol number from the hosting institution:
3. [Ifthe project involves laboratory research, provide documentation of laboratory safety training from the
hosting institution.

G. Will this project involve international travel abroad? UYes UNo

Students electing an international rotation site must go to the Global Health Center administrative support, Tomi
Kurzinger in Room C1747 and follow the procedures as defined in the PSU-COM Policy for Medical Student
International Travel. To ensure medical student compliance with policies, all international experiences must be evaluated
by the Global Health Center. For all international experiences Dr. Ben Fredrick, Director of the PSUCOM Global

Health Center or his designee must complete.

The Global Health Center approves this international Medical Student Research project

GHC Director Signature Date
I attest to the following (PLEASE CHECK THE BOXES):

a that my MSR proposal was written entirely by me after consultation with my faculty advisor, and not
copied from my adviser’s materials or any other source

a that I understand that ALL human subjects work (including surveys, charts reviews, etc.) requires
MSHMC/College of Medicine Institutional Review Board approval BEFORE any human subjects work is
conducted.

a that all human subjects work conducted off campus for my MSR project must have MSHMC /College of
Medicine Institutional Review Board approval BEFORE any human subjects work is conducted

All proposals may be published on the College of Medicine website.

Student’s Signature Printed Name Date



REMINDER
Your proposal must include the following sections:

Clinical or laboratory based research projects

Hpypothesis to be tested.

Background (with 4-10 salient references)

Specific Aims/Objectives to test the hypothesis

Methods/Subjects

For studies involving any human subjects, the following issues must be addressed:

1. Performance Site
2. Data sources other than the sponsor's
3. Institutional Review Board Approval of Project
4. Patient Selection/Study Population Issues
5. Prospective Power Analyses

References

Statement of Student's Responsibilities

Statement of Sponsor's Responsibilities

Qualitative Research Projects

A clear statement of an appropriately focused Research Question
A description of the data collection methods, and a justification for the proposed approach. Examples of data
collection methods include:

e  Focus groups

* Individual interviews

*  Ethnographic methods
A copy of your research plan, including interview guide (at least a first draft) or materials for data collection
A description of the initial data analysis plan, and time line. This description should address issues such as
criteria for reaching saturation, reliability and validity, triangulation (i.e., multiple reviewers) and member
checking (as appropriate)
References
Statement of Student's Responsibilities
Statement of Sponsor's Responsibilities



