FORMAT FOR THE PRESENTATION OF THE RESULT OF DELIBERATE RELEASE INTO THE ENVIRONMENT 
WITHIN THE CLINICAL TRIALS WITH MEDICINAL PRODUCTS CONTAINING OR CONSISTING OF GENETICALLY MODIFIED ORGANISMS
in the Czech Republic

in accordance with §19 (d) of Act No. 78/2004 Coll., on the use of genetically modified organisms and genetic products, as amended
			
LOGO OF THE COMPANY OR RESEARCH INSTITUTE (OPTIONAL)

· The report format shall be completed by the notifier. The notifier shall fill in the report format according to the proposed form and shall illustrate the reported data as much as possible by means of diagrams, figures and tables. Where appropriate, statistical data could also be provided. 
· In the case of multi-sites and/or multi-annual release(s), the notifier shall provide a general overview of the measures taken and effects observed for the full duration of the consent.
· The space provided after each item is not indicative of the depth of the information required for the purposes of this report.
· The information contained in this report is not considered confidential in accordance with Article 9 of Act 78/2004 Coll., as amended. Information marked as confidential should be listed in an annex to this report and should be accompanied by a summary that can be made available to the public.


1. General information

1.1. European notification number (assigned in the E-submission Food Chain platform)
	
	B/CZ/xx/xx

1.2. Date of consent and consent number (issued by the Ministry of the Environment)

Answer: .................................................................................................................................

1.3. Title of the project

Answer: .................................................................................................................................

1.4. Name of the notifier

Answer: .................................................................................................................................



1.5. Name of centre of clinical trial (= consent holder)

Answer: .................................................................................................................................

1.6. Consent validity (from – to)

Answer: .................................................................................................................................

1.7.  Period of deliberate release into the environment (from – to)

Answer: .................................................................................................................................

2. Characteristics of the deliberate release into the environment

2.1. Name of the medicinal product containing or consisting of GMOs used in the clinical trial

Answer: .................................................................................................................................

2.2. Transformation event(s) and vector(s) used 
Please describe the GMO(s) and/or vector(s) and insert(s) used for the modification.

Answer: .................................................................................................................................

2.3. Location of the deliberate release into the environment (centre(s) of clinical trial, address(es))

Answer: .................................................................................................................................

2.4. Number of test subjects 
Please indicate, inter alia, whether there has been a change in the number of test subjects compared to the information provided in the application. 

Answer: .................................................................................................................................

2.5.  Amount of GMO administered to each test subject and number of administrations per test subject 
Please indicate, inter alia, if there has been any change in the therapy regimen compared to the information provided in the application.

Answer: .................................................................................................................................

2.6. Persons handling the medicinal product containing or consisting of GMO used in the clinical trial
Please indicate whether the list of persons (clinical centre staff) handling the GMO has been changed during the clinical trial. If so, please provide evidence of their training in the use of GMOs.
Answer: .................................................................................................................................
...............................................................................................................................................
...............................................................................................................................................


3. Risk management measures
Please describe the risk management measures that have been taken to avoid or minimise the spread of the GMO(s), in particular those measures
—	which have not originally notified in the application,
—	which have been applied in addition to the conditions laid down in the consent,
—	which the consent required only under certain conditions,
—	where the consent allowed the notifier to choose between different measures.

Answer: .................................................................................................................................
...............................................................................................................................................
...............................................................................................................................................

4. Post-release monitoring measures
Please describe any monitoring measures applied and their duration, if it has been decided to carry it out.

Answer: .................................................................................................................................
...............................................................................................................................................
...............................................................................................................................................

5. Results of the foreseen and unforeseen release of GMO into the environment
Please report all the results of the foreseen and unforeseen release(s) in respect of any risk for human health or the environment, without prejudice to whether the results indicate that any risk is increased, reduced or remains unchanged.

5.1. Results of the study
Please provide a summary of the study results in respect of any risk for human health or the environment. 

Answer: .................................................................................................................................
...............................................................................................................................................
...............................................................................................................................................

5.2. Unexpected effect(s) and adverse effect(s)
'Unexpected effects' refer to effects on human health or the environment, which were not foreseen or identified in the environmental risk assessment of the notification. This part of the report should contain any information with regard to unexpected effects or observations relevant for the initial environmental risk assessment. In case of any observed unexpected effects or observations, this section should be as detailed as possible to allow a proper interpretation of the data.

Answer: .................................................................................................................................
...............................................................................................................................................
...............................................................................................................................................

5.3. Unintended release of the GMO into the environment
'Unintended releases' refer to any incidents or spills with regard to the GMO that occurred during the study, where possible effect(s) on human health and/or the environment cannot be excluded. Describe these effects, including actions taken to manage the risks.

Answer: .................................................................................................................................
...............................................................................................................................................
...............................................................................................................................................

5.4. Other information
Where possible, please supply information, which is outside the scope of the notification but which might be relevant to the trial(s) in question. This may also include observations of beneficial effects.

Answer: .................................................................................................................................
...............................................................................................................................................
...............................................................................................................................................

6. Conclusion
Please elaborate on the efficacy and efficiency of all measures taken, and elaborate on the insights gained during this release. Also, specify how the gain in experience can benefit further (future) releases with respect to risk management.

Answer: .................................................................................................................................
...............................................................................................................................................
...............................................................................................................................................
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