




Number : 1088/UN2.F1/ETIK/X/2017     23 October 2017 

Subjects : Amendment of research protocol 

 

To:  

Dr. Respati W. Ranakusuma, ORL 

Clinical Epidemiology and Evidence-Based Medicine (CEEBM) Unit 

Dr Cipto Mangunkusumo Hospital – Faculty of Medicine University of Indonesia 

Jakarta  

 

Regarding the following research protocol: 

Title : “Oral prednisolone for acute otitis media in children: a pilot pragmatic, 

randomised, open-label, single-blind study (OPAL study)” 

Principal Investigator : dr. Respati W. Ranakusuma, ORL 

Ethics protocol 

number 

: 17-08-0858 

Ethics approval form 

number 

: 852/UN2.F1/ETIK/2017 

 

The Research Ethics Committee Faculty of Medicine University of Indonesia has received and 

reviewed your letter as follows: 

Date Letter number Subject Document 

18 October 2017 241/CEEBM.K/RKS.05/10/2017 Amendment of 

approved research 

protocol 

One (1) copy of 

research protocol  

The amendments are: 

1. The change of the study medication (prednisolone): the prednisolone use from liquid 

(syrup) to tablet 

2. The change of the duration of study medication: from seven days to five days 

3. The additional of exclusion criteria: the administration of study medication via injection 

route 

 

The Research Ethics Committee Faculty of Medicine University of Indonesia approves the above 

mentioned amendment protocol.  

 

Thank you for the amendment report and cooperation. 

Prof. Dr. dr. Rianto Setiabudy, SpF 

Chairman 




