APPLICATION FORM FOR THE ONE YEAR ISOLATION STUDIES
NEK, IBMP RAS, MOSCOW.
1. Title and Code of the Study:  (choose from Appendix 1)
2. Discipline (choose from Appendix 1. In complex studies choose main Discipline/Disciplines)
3. Responsible Institution (Name, e-mail, phone)
4. Scientific Leader or Principal Investigator:  (Name, degree, e-mail, phone)
5. Co-I (Institution, address, phone, e-mail; Co-I’s name, degree, e-mail, phone) 
6. PI Representative or Co-Investigator:  (Name, degree, e-mail, phone)
7. Objective and tasks of the study: (include any stressors to be included during the mission as part of your research study, ex. sleep deprivation, emergency medical scenario etc.)
8. Scientific Substantiation of the Study: (Briefly): 
9. Summary of Testing Protocol: (provide a brief text description of the procedures required to perform the test. Please attach a copy of all interviews, questionnaires, and surveys)
10. Human Genetic Testing included in research    _____Yes     _____No
Definition: Human Genetic Testing is an analysis of human Deoxyribonucleic acid (DNA), chromosomes, that detects genotypes, mutations, or chromosomal changes. These tests can include the following:

a. Molecular genetic tests that study single genes or short lengths of DNA to identify variations or mutations.

b. Chromosomal genetic tests that analyze the entire genome or whole chromosomes or long lengths of DNA 

11. Medications Administered:  (List all compounds administered during this test session.  Include method of administration, analysis technique, MD day, dosage and frequency of administration.  If a medication is given in several different doses list the medication multiple times with its associated dose, storage conditions, temperature, etc.)
12. Expected Results (Briefly): 
13. Statistical Analysis: (Briefly describe what statistical analysis will be applied in order to address the hypothesis/primary outcome.)

14. Individual Test Description: (provide a brief text summary for each type of test that collects study data or is used to train or debrief crew.
15. Subject Selection: (note any experiment specific subject inclusion/exclusion criteria)
16. Layman’s Description (on separate sheet as an Appendix (see Appendix 2).
17. Timeline of the study: (include time required for training of 1 subject to the research methodology and time required to set-up and stow experiment hardware. List any known scheduling constraints for this test such as meals, medications, or conflicts with other testing. 
	Test Name
	Session Duration (min)
	Frequency
	Mission Day(s)

MD-, MD or MD+*

	Flexibility (+/- days of testing)
	Volume of taken sample
	Schedule Constraints and/or Special Requirements

	PRE-MISSION

	
	
	
	
	
	
	

	IN-MISSION

	
	
	
	
	
	
	

	POST-MISSION

	
	
	
	
	
	
	

	
	
	
	
	
	
	


* MD - – study before isolation, MD – study during isolation, MD + - study after isolation
Requirements for hardware and software (describe all used hardware and software for each test, internet access required)
	Application Name
	Installation Platform
	Hardware Provided By

(e.g., PI, NASA, IBMP)
	Network Access
	Comments/Constraints

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Technical characteristics of hardware to be placed inside NEK (Dimensions, power consumption, voltage; current frequency; time of hardware operation, any special requirements to hardware operation/location. Indicate the number of scientific devices to be placed inside NEK (computers, laptops, pads).  Equipment should not pollute atmosphere inside the facility with hazardous substances).
	Hardware
	Vendor
	Provide By
	Dimensions H x W x L (cm)
	Power
	Voltage
	Current Frequency
	Location
	Special Requirements

	
	
	
	
	
	
	
	
	


18. Bio-sampling supplies: (per crew member):

Blood collection supplies: 
Saliva collection supplies: 

Urine collection supplies: 

Feces collection supplies: 

Other biosamples collection supplies: 
19. Audio/Visual Requirements: (Provide audio and/or video requirement associated with your testing, include requirements for both crewmembers and MCC staff).
20. Communications (Include any requirements for radiograms, videograms, texts between crew and MCC)
21. Radiation Exposure: (Provide radiation exposure information for each test session, including scan view totals for air entry (mrem), effective dose equivalent (mrem), and protective measures taken for both operator and subject.)
22. Additional Constraints/Special Requirements: (List any known constraints not shown above, ex. room requirements, privacy, no caffeine etc).   
	Constraint Category
	Constrained by

	Food: 

	
	

	Medications and bioadditives

	
	

	Hardware

	
	

	Other

	
	


23. Special guidelines: 
24. Registered parameters or/and type and state of collected biomaterial: (provide a detailed listing of the sample measurements to allow for data and sample sharing).
	SAMPLE
	MEASUREMENT
	UNITS
	METHOD OF ANALYSIS

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


25. Study implementation criteria: (List any details required for IBMP staff to implement your study)
26. Place of processing and analysis of the collected biomaterial: (list who is responsible for processing of biological materials):
27. Termination criteria: (List any additional test termination criteria)

Crewmember or PI request.
28.  Additional requirements:

	Scientific Leader

	Signature

	Date

	Principal Investigator 

	Signature

	Date


Appendix 1 
	Scientific Disciplines (select from the submitted list)

	1.  Psychology

1.1. Mental state
1.2. Psycho-physiological features

1.3. Mental performance

1.4. Virtual reality

1.5. Psychological support

2. Physiology

2.1. CNS

2.2. Cardiovascular system

2.3. Breathing and gas exchange

2.4. Locomotor system

2.5. Digestion

2.6. Urogenital system

2.7. Other organs and systems

2.8. Physical performance

3. Clinical Observations

3.1. Daily medical control

3.2. Periodic medical monitoring

3.3. Telemedicine

3.4. Advanced medical technologies

4. Metabolism and immunity study
4.1. Endocrinology

4.2. Immunology

4.3. Biochemistry

4.4. Proteomics and Genetics

5. Microbiology and sanitary and hygienic support
5.1. Assessment of human and environment microflora 

5.2. Means of protection and countermeasures

6. Operations and technological aspects

6.1. Environment and microclimate parameters 

6.2. Crew needs and resources consumption 

6.3. Organization of communication

6.4. Transmission and storage of information

6.5. Robotics

6.6. Creating of hypomagnetic environment

7. Extravehicular activitiy (EVA) and activity on the surface simulator

7.1. Systems of activities and health state monitoring
7.2. Use of specific equipment and tools

7.3. Heavy spacesuits tests

7.4. Use of augmented reality tools

8. Biological experiments inside and outside of the isolation facility

9. Other


Appendix 2

Layman’s Description
Study Name and Code

Scientific Leader or Principal Investigator:  (Name, degree, e-mail, phone)

Objective: 
Summary of Testing Protocol: 
Main Expected Results: 
Risks and Discomfort for the Subject:

List potential risks to the subject associated with this study:

List the steps used to minimize the risks:     
DRUGS, BIOLOGICS or NEWMEDICAL DEVICES or PRODUCTS

In this section you are being told whether the study uses any drugs, blood or blood components, allergenic substances, vaccines, investigational new medical devices or other similar products used to investigate human anatomy or physiology or to prevent or treat disease or injury.

No study drug, biologic, or investigational new medical device or product will be used.

Yes, the study drug, biologic, and/or investigational new medical device or product is:

The  new medical devices for psychological and physiological research.  The features of its provided in  the Program of research and in Description  for layman.

If “Yes” is checked above, then the investigator(s) will also provide you with a description of the drug or other substance and/or investigational new device. For investigational new drugs or devices, the investigator will also provide you with any relevant investigational regulatory approval number(s). In all cases the investigator(s) will also provide you with any other materials you require to best assist you with making an appropriately informed decision regarding your participation.

( "Minimal risk" means that the probability and amount of harm or discomfort, which can occur during the scientific research, are not more than are commonly found in daily life or during the standard physical or psychological examinations or tests.
     Or 
(  "Acceptable risk" means that the probability and extent of the harm and discomfort, which can occur during the scientific research, exceed the likelihood and extent of the expected damage and discomfort in daily life or during routine physical or psychological examinations or tests, but these risks harm or discomfort are considered acceptable when compared with the expected benefits and importance of knowledge obtained as a result of the scientific research.
Termination Criteria:
	Scientific Leader

	Signature

	Date

	Principal Investigator 
	Signature
	Date


