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in Kraków 
 

Decision 
No. 91/KBL/OIL/2007 dated 19 September 2007 

 
At the meeting held on 19 September 2007 the Committee reviewed the application 

(see: the enclosed documentation) filed by: 
 
The study coordinator: Danuta Chmielewska-Wilkoń, MD, PhD 
 
The applicant: Gastrointestinal Endoscopy Clinic, ul. Szewska 4/5 in Kraków 
 
and its content-related justification concerning the conduct of the medical experiment entitled: 
 
“A Dose-Ranging Study of Otilonium Bromide in Patients with Irritable Bowel 
Syndrome” 
 
The following documents were enclosed with the application: 
1. Application for issuing an opinion on the clinical trial of the medicinal product, protocol 

No. Meln/06/OB-20/80/001; 
2. Clinical trial protocol No. Meln/06/OB-20/80/001 dated 14 February 2007, the final 

version, as well as its synopsis in Polish + confirmations of the investigators’ approval of 
the clinical trial protocol; 

3. Investigator’s Brochure dated 21 March 2006, edition No. 1.8 to the clinical trial protocol 
No. Meln/06/OB-20/80/001; 

4. Patient Information and Informed Consent Form as well as the patient’s consent to the 
processing of the study-related personal data, final version No. 2 dated 5 June 2007 to the 
clinical trial protocol No. Meln/06/OB-20/80/001. Additionally: the Patient Diary to the 
above mentioned clinical trial; 

5. Case Report Form to the clinical trial protocol No. Meln/06/OB-20/80/001 dated 3 June 
2007, final version No. 1.0; 

6. Ethical assessment prepared by the clinical trial coordinator; 
7. The clinical trial coordinator’s CV: Danuta Chmielewska-Wilkoń, MD, PhD; 
8. The principal investigators’ CVs: Anna Bochenek, MD, PhD, Adam Kopoń MD, PhD, 

Anna Nocoń, MD, PhD; 
9. Copy of the insurance contract concluded with the insurance company Allianz, policy 

No. 000-07-433-05852026, as well as the terms and conditions of the insurance 
(a document confirming that an insurance contract has been concluded as specified in 
Article 37b paragraph 2 point 6 of the Pharmaceutical Law); 

10. Originals of the clinical trial agreements concluded between the sponsor, the investigator 
and the study site, as well as information on the investigators’ remuneration; 

11. The investigator’s statement concerning the study site’s equipment necessary to conduct 
the clinical trial, as well as information on the qualifications of the study site personnel 
participating in the clinical trial conduct. 
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The authorization was also issued for the following study sites: 
 
Anna Nocoń’s Clinical Trial Centre ul. Sienkiewicza 37/39, Wrocław 50-349 
 
Anna Bochenek’s Modern Therapy  ul. Połczyńska 50/3, Warszawa 01-337 

Research Centre 
 

Adam Kopoń’s Non-Public  ul. Szczytna 20, Toruń 87-100 
Healthcare Facility 
“Nasz Lekarz” [Our Physician] 

 
Danuta Gastrointestinal  ul. Szewska 4/5, Kraków 31-009 
Chmielewska-Wilkoń’s Endoscopy Clinic 
 
 
The Committee decided to issue a positive opinion concerning the clinical trial conduct in 
accordance with the conditions specified in the application, with an additional reservation 
that: 
- a written consent must be obtained from every person expressing their willingness 

(readiness) to participate in the medical experiment; 
- the following information must be submitted to the Committee: 

- any changes to and deviations from the protocol which affect the conduct and 
evaluation of the clinical trial as well as the safety of its participants; 

- any cases of unexpected serious adverse reactions of the medicinal products as well as 
drug-related serious adverse events; 

- a notification of the reasons for a premature study termination; 
- reports on the progress of the clinical trial (to be submitted every year, at the end of 

December at the latest); 
- a notification of the study termination – the final report; 
- any new information which may adversely affect the safety of the clinical trial 

participants and the clinical trial conduct. 
 
The membership and the activity of the Committee are consistent with the principles of Good 
Clinical Practice (GCP) and the local requirements. 
A list of the Committee members who participated in the meeting has been enclosed with the 
present document. 
 
Kraków, 26.09.2007 Chairman of the Bioethics Committee 

at the Regional Medical Chamber in Kraków 
[signature illegible] 

Mariusz Janikowski, MD, PhD 
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Attendance list of the members of the Bioethics Committee at the Regional Medical 
Chamber in Kraków at the meeting on 19 September 2007 

 
The Chairman: 
Mariusz Janikowski, MD, PhD      [signature illegible] 
doctor of medicine – internal medicine specialist, laboratory diagnostician 
Diagnostics Institute at the Clinical Biochemistry Department 
of the University Hospital in Kraków 
prof. Teresa Adamek Guzik, MD, PhD     [signature illegible] 
MD, PhD, professor of medicine – specialist in allergology, internal medicine 
Dietl Specialist Hospital in Kraków 
Jerzy Bilek, MPharm       [signature illegible] 
master of pharmacy degree 
private pharmacy 
Stefan Bednarz, MD, PhD       [signature illegible] 
doctor of medicine – internal medicine specialist 
1st Clinic of Internal Medicine and Gerontology 
of the University Hospital in Kraków 
Grażyna Czerniawska-Mysik, MD, PhD     [signature illegible] 
doctor of medicine – specialist in allergology, internal medicine 
Non-Public Healthcare Facility, Allergology Outpatient Clinic in Kraków 
Jerzy Friediger, MD, PhD       [signature illegible] 
doctor of medicine – specialist in general surgery 
The Bonifrater Order Hospital in Kraków 
Irena Gawrońska, MD, PhD      [signature illegible] 
doctor of medicine – pediatrician, neonatologist 
Śniadecki Independent Public Healthcare Facility in Nowy Sącz 
Zbigniew Grochowski, MA       [signature illegible] 
MA in psychology 
Dietl Specialist Hospital in Kraków 
Krystyna H. Klimek, MA, PhD       [signature illegible] 
doctor of nursing science – Kraków University College, 
Health Science Department, ul. Kanonicza 9 in Kraków 
Jan Kowalczyk, MD, PhD 
doctor of medicine – specialist in general and oncological surgery 
Centre of Oncology in Kraków 
Antoni Marcinek, MD, PhD  
doctor of medicine – specialist in gynecology and obstetrics 
Czerwiakowski Specialist Hospital in Kraków 
prof. Maria Rybakowa, MD, PhD      [signature illegible] 
retired professor of medicine 
specialist in pediatrics 
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Antoni Stopa, DMD        [signature illegible] 
doctor of dental medicine – specialist in dental surgery 
Stomatology Centre “Śródmieście” in Kraków 
Rev. Jerzy Brusiło, PhD 
The Pontifical Academy of Theology 
clergyman, ethicist 
Wiesława Zoll, LLM        [signature illegible] 
lawyer, attorney 
 
 
version dated 01.12.2003 
effective from 07.08.2002 on the basis of the Resolution No. 20/ORL/2003 





 
335/UR/CEBK/09 

 
MINISTER OF HEALTH   Warsaw, 19 September, 2007 
No CEBK/0322/07    A. Menarini Industria Farmaceutica Riunita 
      Via. Sette Santi 3 
      Florence, 50131 
      Italy 
 

DECISION 
Based on the provisions of par. 371(1) and (4) of the Pharmaceutical Law Act of 6 September, 
2001 (Journal of Laws of 2004, no 53, item 533, as amended), par. 104 of the Code of 
Administrative Procedure Act of 14 June, 1960 (Journal of Laws of 2000, no 98, item 1071, 
as amended) in conjunction with par. 35 of the Pharmaceutical Law Act of 6 September, 2001 
 

approval is hereby granted for clinical trial, protocol number 
MeIn/06/OB-20/80/001: 

 
Clinical study to determine an optimal dose of otilonium bromide in the treatment of 
patients with irritable bowel syndrome. Prospective, randomized, double-blind, parallel-
group, placebo-controlled study. 
 

GROUNDS 
 

Pursuant to the provisions of par. 107(4) of the Code of Administrative Procedure the above 
decision does not require grounds. 
 
Legal notice: 
 
The above decision may be appealed against pursuant to the provisions of par. 127(3) in conjunction with par. 
129(2) of the Code of Administrative Procedure Act of 14 June, 1960 (Journal of Laws of 2000, no 98, item 
1071, as amended), the party may move for the case to be reexamined by a minister competent for health issues 
within 14 days as of the service hereof. 
 
Cc:        by proxy of 

1. Party       MINISTER OF HEALTH 
2. Office for Registration of      SECRETARY OF STATE 
Medicinal Products, Medical Devices and Biocides  [illegible signature] 
3. ad acta       Bolesław Piecha 

 
 
 


