Annex 3


Questionnaire on submitted clinical trial on medicinal products for human use 
QUESTIONS ON THE PROTOCOL:

Full title of the clinical trial in the Czech language, including acronym:

Protocol no.:

EudraCT number:

Objectives of the clinical trial:

How will this clinical trial contribute to diagnostic and treatment practice or to medical knowledge or how it will benefit individual trial subjects: 
QUESTIONS ON TRIAL SUBJECTS:

1) Duration of the clinical trial for individual trial subjects:

2) Duration of the clinical trial for the research team:

3) Has professional statistical consultation on the size of the group and project plan taken place:

4) Planned number of trial subjects in the Czech Republic or in individual trial sites, where appropriate.

· In the Czech Republic: 

· In total:

5) CT characteristics – please check:
Age:

	In Utero
	
	Children (2-11 years)
	

	Preterm Newborn Infants ≤ 37 w
	
	Adolescent (12-17 years)
	

	Newborn (0-27 days)
	
	Adult (18-65 years)
	

	Infant and toddler (28d-23m)
	
	Elderly (> 65 years)
	


	men
	
	healthy volunteers
	

	women
	
	patients
	


6) What risks for trial subjects are expected? What ethical problems are involved? If ethical problems arise in practice, how will the investigator handle them:

7) What time will be allowed to the trial subject to consider his or her participation in the clinical trial following the receipt of the patient information form 
8) What problems and discomforts  implied by participation in the clinical trial are foreseen for trial subjects:

9) How will the informed consent  of trial subjects or their guardians be obtained: 

a) Written informed consent: YES – NO
b) Written informed consent of trial subject's guardians 
c) Oral informed consent (if the trial subject is unable to write) in the presence of at least one witness: YES – NO  In this case, please specify the precise procedure of trial subject inclusion 
d) Cannot be obtained in advance (acute conditions/unconsciousness) – proposed description of inclusion procedure:

10) What information will be provided to the attending doctor (GP) of the trial subject:
11) How trial subject expenses will be covered: 
12)  Will other payments be provided to trial subjects: 
QUESTIONS ON MEDICINAL PRODUCTS:

13) Please list all medicines to be administered within the scope of the clinical trial:
14) Does the clinical trial require application of radioisotopes:

YES  FORMCHECKBOX 
 – NO  FORMCHECKBOX 

            If yes, please specify:

15)        Has the authorisation for radioisotope application been issued 

  (State Office for Nuclear Safety): 



              YES  FORMCHECKBOX 
 – NO  FORMCHECKBOX 

16)        Does the clinical trial require administration of antimicrobial substances:         YES   FORMCHECKBOX 
 – NO  FORMCHECKBOX 

            If yes, please specify:

17)     If the clinical trial involves the use of antimicrobial substances, has the applicant informed the antibiotic centre of the healthcare facility?                                                           YES  FORMCHECKBOX 
 – NO  FORMCHECKBOX 

18)         Does the clinical trial require discontinuation of certain medicines?      YES  FORMCHECKBOX 
 – NO  FORMCHECKBOX 

            If yes, please specify the product and duration of discontinuation:

QUESTIONS ON VISITS AND PROCEDURES:

19)         Which of the following assessment procedures are involved in the clinical trial: 

a) Only clinical follow-up – number thereof:

b) Functional tests – which ones, number thereof:

c) Blood samples: volume of blood, number of venepunctures, blood loss over time: 
d) X-ray or radioisotope examination? Type, number, radiation burden:

e) Instrumental invasive methods: type, number thereof:

f) Other  procedures – please specify:

g) Tissue samples:

h) Is pharmacokinetics part of the clinical trial? 
        YES  FORMCHECKBOX 
  - NO  FORMCHECKBOX 

i) Does the clinical trial require DNA testing?

       YES   FORMCHECKBOX 
 – NO  FORMCHECKBOX 

a. If yes, please specify. 
QUESTIONS ON INSURANCE – liability insurance concluded for the sponsor and for the investigator, by means of which damages in the case of death of a trial subject or injuries to health arising from the conduct of the clinical trial are covered:
20) 
Insurance for the investigator has been concluded:

21) 
Insurance for the sponsor has been concluded:

22)
Will the insurance contract include exclusions: if YES, please specify or, if you submit the insurance contract, please refer to the specific part thereof. 
23)      Will the insurance contract contain a deductible: if YES, please specify its amount: How will the compensation of damages of the trial subject be safeguarded, if the amount of damages is lower than the sponsor's deductible stipulated by the insurance contract:

24)
The amount of maximum damages agreed in the insurance contract for one trial subject:

ADDITIONAL QUESTIONS:

25)
Will medical devices be used in the clinical trial? If YES, please specify: 
26)
Will restrictions be applied to the publication of results (e.g. publication only by sponsor, etc.)? If YES, please specify:

27)
Where will the clinical trial take place:
- at a single trial site YES/NO: 

- it is a multicentric trial with two or more trial sites in the Czech Republic: YES/NO
- it is a multinational multicentric trial with a single trial site in the Czech Republic  YES/NO
28)
Other facts to support the justification of the proposed clinical trial:

                       ---------------------------------------------Date, name and signature of the person completing the questionnaire 
                      -------------------------------------------- Date, signature of the investigator (if required by the EC)
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