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UNIVERSITY OF THE EAST

Ramon Magsaysay Memorial Medical Center

Research Institute for Health Sciences
(Research Proposal Format)
I. The Research Institute prescribes the following format for the technical aspect of the research proposal.

A. Title of Proposal

· Subject matter/scope

· Type of study

· Place where study shall be done

· Date/Duration of Observation
B. Proponents

· Name(s) and Position(s)
C. Collaborating Agency

· Name and Address
D. Objectives of the Study

· General Objectives

· Specific Objectives
E. Significance

· Why the study is going to be undertaken
F. Background

· The status of the problem/issue
G. Hypothesis (for Analytic Study)
H. Methods

1. Study Design 

2. Subjects 

· target population 

· sampling schema/allocation method

· sample size
3. Control of Confounding
4. Data Collection

· relevant variables

· tool of measurement

· control of bias

5. Data Processing

6. Data Analysis

· type of analysis

7. Interpretation of Results
I. Schedule of Activities
J. Budget
K. Source of Funds
II. In addition the investigator shall prepare an information sheet and consent form, the contents of which are below:


The proponent shall prepare an information sheet and consent form specific for the study and prospective subjects.  The information sheet and consent form shall follow the guidelines below.  For cases not covered by these guidelines the proponent as well as the ethics committee shall refer to the CIOMS International Ethical Guidelines for Biomedical Research Involving Human Subjects (Revised draft, January 2002).

1. Information for the Study Subjects

A. Invitation to Participate in the Study
State the following:
1. that the individual is being invited to take part in the study as a subject.

2. that before he/she should decide to participate he/she understands what, why the study is being done and what it shall involve, that he/she would read the information below very carefully, discuss this with family members, friends and family doctor, and to take his/her time in making the decision.

B. Title of the Study

State the complete title of the study:  scope to the study, the design, the relevant valuables, and the place and time of the study.

C. Purpose of the Study
Explain why the study is being done, what the expected results shall be, and what benefits society shall derive from the results.

D. Reason for the Individual’s Being Chosen to be a Subject
· State the criteria for inclusion of subjects.

· Explain how he/she fulfills the criteria and how he/she is chosen (sampling technique).
E. Voluntary Participation
Explain the voluntary nature of participation and that he/she can withdraw from the study at any time without giving any reason and without medical care or legal rights being affected.

If he/she decides to participate, he/she shall be asked to sign a consent form.

F. What is the Participation of the Subjects
Explain the following:

1. the subject shall be asked to provide some information before, during and/or after the intervention.

2. the  subject may be assigned to a group:  treatment, control, and/or placebo.

3. explain blinding if this is to be done

4. the subject has to follow the instructions of the investigators

5. the duration of the study
G. Confidentiality of Information

The confidentiality of the medical records and other information should be emphasized. 
H. Benefits to the Subject

Explain the direct benefit(s) to the subject, such as being protected by the intervention, being given medication, monitoring by doctors, etc.

I. Possible Disadvantages
Explain

1. possible inconvenience such as by the schedule, the continuous monitoring, more visit to clinic, etc.

2. minor effects of intervention, such as fever, aches, etc.

3. being assigned to placebo group.

J. If Something Goes Wrong
Explain what to do: 

1.  what remedies to give for minor side effects and to call the investigator/doctor.

2.  the code (for blind study) shall be broken if necessary, and subject shall be treated accordingly.

K. Dissemination and Utilization of the Results

State how the results shall be disseminated and utilized.  Will it be published and in what journal?  Will it be presented in a forum?

L. Review and Approval of the Research Proposal
State who has reviewed and accepted/approved the proposal:

· the Research Institute

· the Bureau of Food and Drug’

· others

M. Contact for Information
Give the name, address and telephone of person to whom any query or problem shall be directed.

2.  Format for Consent*


I, the undersigned ……….. (first name and surname)………………….. living at ………………………………. (address)………….. agree to take part in the study:

Title of Study

· I confirm that I have had time to read carefully and understand the subject information sheet provided for this study.

· I confirm that I have had the opportunity to discuss the study and ask questions and I am satisfied with the answers and explanation that I have been provided.

· I give permission for my medical records to be reviewed by the investigators.

· I understand that my participation is voluntary and I am free to withdraw at any time without giving any reason and without my medical care or legal rights being affected.

· I agree that my anonymous personal data may be transferred and processed worldwide under the responsibility of the Sponsor and submitted to Bureau of Food and Drug where the drug may be considered for registration and marketing.

· I agree to take part in this study.

· I agree that my personal/family doctor can be informed of my participation in the study.

Signature of Participant/Date*

(Guardian for children or for psychiatric individuals)

Signature of Investigator/Date


Signature of Witness(es)/Date

*A version in Filipino shall be prepared if necessary.
