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Presentation Outline

® Introduction
® Quality Standard in Research
o Scientific and Ethical Standard
O Quality Started from the Design
® Grant Proposal VS Research Protocol

® Risks & managing risks in Research
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Challenging
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Challenging

Scientific
Quality
Standard

EXTERNAL & INTERNAL VALIDITY

RELIABILITY

Protect
Ethical ® Rights: self-determination,
Quality confidentiality & privacy
Standard

¢ Safety and continuing medical care
* Well-being



Research/Study Protocol

® Protocol is not research grant proposal

® Protocol is scientific plan & scientific communication

® Protocol should be completed before study started

® Protocol provide specific details

® The study should be conducted in accordance with the
protocol

® The protocol determines resource planning and budgeting



Quality by Design
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Starting Research

® Research start from well defined problem and research

guestion



Research Question

Albert Einstein (1879 — 1955)
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Research Question

Albert Einstein (1879 — 1955)
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PROTOCOL




Q

< EH| equator-network.org

The EQUATOR Network | Enhancing the QUAlity and Transparency Of Health Research
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Your one-stop-shop for writing and publishing high-impact health research

find reporting guidelines | improve your writing | join our courses | run your own training course | enhance your peer review | implement guidelines

Library for health v Reporting guidelines for main
research reporting study types
The Library contains a comprehensive searchable Randomised trials CONSORT Extensions  Other
database of reporting guidelines and also links to Observational studies STROBE  Extensions Other
other resources relevant to research reporting. e T PRISMA  Extensions Other
Case reports CARE Extensions Other
Search for reporting
J guidelines ualitative research SRQR CORE! Other
Diagnostic / prognostic STARD TRIPOD Other
2 Not sure which reporting studles
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Quality improvement studies SQUIRE Other
Reporting guidelines Economic evaluations CHEERS Other
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NIH and FDA Rel Protocol Template for Phase 2 and 3 IND/IDE Clinical Trials | grants.nih.gov
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National Institutes of Health
Office of Extramural Research

HOME ABOUT GRANTS FUNDING POLICY & COMPLIANCE NEWS & EVENTS ABOUT OER
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Grants & Fundlng Entire Site v || Search this Site Q

NIH’s Central Resource for Grants and Funding Information

eRA | NIH Staff | Glossary & Acronyms | FAQs | Help

Home

NIH and FDA Release Protocol Template for Phase 2 and 3 IND/IDE Clinical
Trials

Tuesday, May 2, 2017
NIH and FDA Release Protocol Template for Phase 2 and 3 IND/IDE Clinical Trials
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ICH Official web site : ICH

ICH

harmonisation for better health

Contact LogIn

- gM

Welcome to the ICH official website

The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH) is unique in bringing
together the regulatory authorities and pharmaceutical industry to discuss scientific and technical aspects of drug registration. Since its
inception in 1990, ICH has gradually evolved, to respond to the increasingly global face of drug development. ICH's mission is to achieve
greater harmonisation worldwide to ensure that safe, effective, and high quality medicines are developed and registered in the most
resource-efficient manner. On 23 October 2015, ICH announced organisational changes as it marks 25 years of successful
harmonisation.

ICH Assembly

The ICH Assembly met in Geneva, Switzerland on 15 &
16 November 2017. For more information on the
meeting, see the ICH Press Release.

Discover ICH Products
[

Help to Shape the ICH
Guidelines

currently under consultation. Your
contribution will then be
considered by ICH.

Draft Guidelines J
Q&A Documents
GCP Renovation

Recent News

30 November 2017

Press release ICH MedDRA
Management Committee
meeting in Geneva,
Switzerland, November 2017
The MedDRA Management
Committee met in Geneva,

Quud A An 44 49 AL [N




Home

Aims

News

Available checklists
Publications
Translations
Commentaries
Discussion forum
STROBE group
Endorsement

Contact

@ strobe-statement.org ¢

What is STROBE?

STROBE stands for an international, collaborative initiative of epidemiologists, methodologists, statisticians,
researchers and journal editors involved in the conduct and dissemination of observational studies, with the
common aim of STrengthening the Reporting of OBservational studies in Epidemiology.

The STROBE Statement is being endorsed by a growing number of biomedical journals. Click here for full list.

For STROBE-related entries in PubMed click here.

What's new in the STROBE Initiative?

New guidelines for observational studies in PLOS Medicine [more]
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WHO | Recommended format for a Research Protocol

Sign up for WHO updates
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Research policy

Topics

Committees and panels
News and events

Research policy publications

Links

Research policy

Recommended format for a Research Protocol e = f ¥ o +
Part 1

Project summary Contents

Like the abstract of a research paper, the project summary, should be no more than 1. Part1

300 words and at the most a page long (font size 12, single spacing). Provided
preferably on a separate page, it should summarize all the central elements of the
protocol, for example the rationale, objectives, methods, populations, time frame, and
expected outcomes. It should stand on its own, and not refer the reader to points in
the project description.

2. Part2

General information

e Protocol title, protocol identifying number (if any), and date.

o Name and address of the sponsor/funder.

e Name and title of the investigator(s) who is (are) responsible for conducting the
research, and the address and telephone number(s) of the research site(s),
including responsibilities of each.

e Name(s) and address(es) of the clinical laboratory(ies) and other medical and/or
technical department(s) and/or institutions involved in the research

Rationale & background information

The Rationale specifies the reasons for conducting the research in light of current
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ieaweb.org

Good Epidemiological Practice (GEP) « IEA

International
Epidemiological
Association

Posts Comments

|Sc-a’ch the site

| ome favowm Worid Congress 017 1A Documents | e onine | otact |

——> Follow us on TWITTER

Recent Posts
GOARN Global Meeting of Partners
-2017
IEA Business Meeting, August 20,
2017, Saitama, Japan
IEA-AEA Western Pacific Regional
Collaboration Award Results 2017

Richard Doll Prize 2017

Resources
IEA Courses
IEA Publications
Guidelines
Opportunities

ieaweb.org

« The Interphone study and limits of the case-control
design

Good Epidemiological Practice (GEP)

IEA GUIDELINES FOR

John Pemberton 12 April 2010 — Royal College of
Physicians Obituary »

PROPER CONDUCT IN EPIDEMIOLOGIC RESEARCH
November, 2007
This document is based upon a document developed for the IEA-European Federation. The documentation has been substantially
maodified over the years. This latest version has been approved by Council.
SUMMARY

In these guidelines, we begin by outlining the background to epidemiological research and the role of ethics committees. We then
summarise the four general ethical principles for research and the important concept of informed consent. The second section provides
suggested rules for good research behaviour under the headings of working with personal data, data documentation, publication, and
exercise of judgment with a final note on scientific misconduct. It is our intention that these guidelines will be kept under regular review
as new problems and opportunities emerge.

BACKGROUND

Research should be an activity devoted to the exploration of the laws of nature driven only by a desire to know the truth. In the real
world. other factars often interfere with this ideal asniration and can result in eonflicts of interest. Research has ta he funded. canducted

IEA Sponsored Events

July 4, 2018
Save the date: European Congress of
pidemiology 2018

If you have an event to list or an
opportunity to offer our membership, you
can submit it via this form.

Events of Interest

Regional Activities
Africa
Eastern Mediterranean
Europe
Latin America
North America
South East Asia
Western Pacific

Our Partners

./'\_



International
Ethical Guidelines
for Epidemiological
Studies

Prepared by the
Council for International Organizations
of Medical Sciences (CIOMS)
in collaboration with the World Health Organization
(WHO)

e

Geneva
2009



Protocol

® Backeround information and scientific rationale
® Study Objectives
O Primary objectives
O Secondary objectives
® Study Methodology
o Study design (diagram would help)
o Study population
o Study method
® Scheduling visit and procedures
® Qutcomes and methods of assessments

o Data collection and analysis plan



Research

Research Question
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EXPERIMENT or OBSERVATION

CD For intervention, ask

* Size or exposure

* Frequency and duration

* Compliance

For observation, procedures may

not be able to standardize



Research

Hypothesis duafgu
o aw =% Research Objectives
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Research Question

STUDY METHOD

EXPERIMENT or OBSERVATION

Sample &
Sampling
Method

CD How to measure outcomes?
@ Is the measurement tool valid &
reliable?
> OUTCOMES ® When and how many times the
outcomes will be measured
Population @ What measurements are?

I @ What is definition / criteria of
“success” or “failure” / “response”

Generalizable Knowledge or “non-response”



Research

Hypothesis duafgu

Research Question
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STUDY METHOD

>
Sample &

Sampling
Method

messssm————) OUTCOMES

Population

!

Generalizable Knowledge

EXPERIMENT or OBSERVATION

D Types of outcomes
* Clinical outcomes /endpoints
* Patient report outcomes
* Performance outcomes
Surrogate outcomes
* Biomarker
* Physiological

* Process



Research

Research Question

Hypothesis duafgu

> Research Objectives
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Generalizable Knowledge
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EXPERIMENT or OBSERVATION

COVARIATES

CD Population characteris:
demographic genetic etc.

@ Disease characteirstics

@ Comcomitant medications

@ Concomitant diseases

@ Study sites, physicians, nurses,
facilities, medical care

® Caregivers



Research

Hypothesis duafgu

Research Question

> Research Objectives

A1D1UNS2Y

I

o/ 3 =
N UIEEIANITANEN

STUDY METHOD

Population

Sample &
Sampling
Method

messssm————) OUTCOMES

!

Generalizable Knowledge

EXPERIMENT or OBSERVATION

DATA ANALYSIS

CONCLUSION of results

CD Robustness:, strength of the
results

@ Can it be generalized? Extension
and limitation / constraint

@ Is there any new questions for
additional/further study?

WRITING FINAL REPORT



Common Risks

Protocol: not feasible, poor design, adaptive design
Study site selection

Research ethics committee review and approval
Subject enrollment

Data quality

Budgeting



