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The research in health 
innovation drives 
advancements that improve 
patient care, treatment 
outcomes, and overall public 
health. 

The process of  ethical review 
is a critical component of  
research integrity, ensuring 
that studies adhere to 
established ethical 
standards and protect the 
rights and welfare of  
participants. 

However, researchers often 

encounter significant 

obstacles when developing 

study protocols

particularly during ethical 

review processes conducted 

by ethics committees, which 

can delay the approval and 

implementation of  their 

studies



Research Objectives

To identify common issues faced by researchers 

during the protocol development of  research 

protocol related to health innovation. 



Methods

Data were collected 

 from the review of  all clinical research protocols 

related to health innovation 

 

 from 2018 to 2023 

in Medical and Health Research Ethics Committee of  Faculty 

of  Medicine Public Health and Nursing Universitas Gadjah 

Mada - Sardjito General Hospital, Yogyakarta, Indonesia. 





Reviewers Findings and Comments to The Protocols

a. Lack of  clarity in study design 

b. Insufficient details regarding informed consent procedures

c. Inadequate risk-benefit analysis 

d. Poor justification of  sample size 

e. Lack of  appropriate plans for adverse events

f. Insufficient consideration of  vulnerable populations



Reviewers findings and comments to the protocols were 
classified to some problem in:

1. Appropriateness of  Methodology

2. Declaration of  conflict of  interest

3. Good Clinical Practice (GCP) training for researcher

4. Appropriateness of  Informed Consent

5. Completeness of  Investigational Product information 
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L O C A L LY  R O OT E D,  G L O B A L LY  R E S P E C T E D
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The sequence of  training topic needs 

for researchers:

1. Methodology

2. Informed consent 

3. Conflict of  Interest

4. Investigational Product

5. Good Clinical Practice
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