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Supplemental Medical Objective (SMO)

         Cover Sheet

                       (Completed by Submitter)

Insert Title here

TITLE: List the title of the proposed activity.  This is the title that will appear in future documentation (programmatic and/or flight).  It should be concise, yet descriptive enough to distinguish it from other proposals in the same discipline area.
SUBMITTER: List the scientist/clinician submitting the proposal. 
	Name:
	

	Degree:
	

	Position/Title:
	

	Organizational Affiliation:
	

	Mailing Address:
	

	E-mail Address:
	

	Telephone Number:
	

	Fax Number:
	


 Co-Submitter(s) Attach additional sheets is necessary 

	Name:
	

	Degree:
	

	Position/Title:
	

	Organizational Affiliation:
	

	Mailing Address:
	


	E-mail Address:
	

	Telephone Number:
	

	Fax Number:
	

	Tasks in support of proposal implementation
	


ORIGINAL SUBMISSION DATE: 




PROJECT: 

	 FORMCHECKBOX 
  CEVP     FORMCHECKBOX 
 CHMRM     FORMCHECKBOX 
CCCDP    FORMCHECKBOX 
 Other (Please list responsible project)___________________


--------------------------------------------------------------------INTERNAL USE ONLY------------------------------------------------------------

IPT ADVOCATE (If Different from Submitter): List the IPT Advocate responsible for implementation of this activity.
	Name:
	

	Position Title:
	

	Organization/Mailing Address
	

	E-mail Address:
	

	Telephone Number:
	


INTEGRATED PRODUCT TEAM (IPT): Select the appropriate IPT.  (Choose one.)

	
	Behavior & Performance
	
	Extravehicular Activity
	
	Radiation

	
	Bone, Muscle, & Exercise
	
	Immunology & Infectious Disease
	
	Therapeutics & Clinical Care

	
	Cardiovascular
	
	Neurological Function
	
	Other (if other, explain below)

	
	Environmental Health
	
	Nutrition
	
	


Proposal should be completed using a block-type font style (e.g., Arial, Helvetica, New Times Roman), and a 10-point font size.  Proposal should not exceed 20 pages. 

1. TITLE: List the title of the proposed activity.  This is the title that will appear in future documentation (programmatic and/or flight).  It should be concise, yet descriptive enough to distinguish it from other proposals in the same discipline area. 
2. FOCUS: Is the focus of this activity to solve a problem related to short-duration flights? Long duration? Mars exploration?  Select all boxes that apply.
	
	Short duration (less than 30 days)

	
	Long duration (30 days or more)

	
	Exploration class missions

	
	Other (if other, explain below)


3. VEHICLE:  Which vehicle is this activity to be conducted on?  Select all boxes that apply.
	
	Shuttle/Soyuz/Progress

	
	ISS

	
	None (ground based)

	
	Other (if other, explain below)


4. PURPOSE: What is the intended goal of this proposed activity?  What is the operational relevance of this activity?  If a countermeasure, describe the operational deficit that this countermeasure aims to address.  What issues from the Critical Path Research Plan will this activity address, and how does it address them?
5. BACKGROUND/JUSTIFICATION:   Provide critical evaluation of existing knowledge, including references to relevant literature.  Explain why the proposed course of action should be pursued.  Describe the results of completed ground-based and/or flight testing.  Limit response to two or three pages.
6. HAZARD ANALYSIS/RISK MITIGATION:  What are the medical/operational risks to the crewmember and/or mission in performing the activity?  What risk-mitigation steps are being planned?  Describe the potential adverse effects to other physiological or in-flight systems. Briefly describe how adverse events (any illness or injury of a subject related to the study) will be reported.
7. LIMITATIONS:  Describe the limitations of the study and the application of the results.  Is there potential for ambiguities in analyzing the resulting data, or could there be confounding events?
8. PROTOCOL:  Provide a full written protocol describing the proposed methods.  List the parameters being measured.  Describe the instrumentation, procedures, and suggested prescription.  How robust is the methodology within the space flight context, where adherence to preferred experimental controls can be variable?
9. FREQUENCY OF IMPLEMENTATION: Indicate the schedule of activities and the impact on the crewmembers’/subjects timeline.  Plan activities in a manner to allow the most scheduling flexibility.  Include number of repetitions, and constraints (i.e., mention any Photo/TV, low-g, communications, contamination, or other constraints that may apply to individual activities).  Include specific activities required by the crew/subjects. List all activities required prior to launch/investigation and provide the facility where training is to occur.  

NOTE: Duration Time is per crewmember.

	Pre-Launch Activity Examples in Italics:
	Duration
	Schedule
	Performance Constraints
	Training Facility/

(US, RSA)

	Crew Familiarization
	120 minutes
	 L-90 days
	None
	US-Bldg 261

	Crew Training & BDC
	60 minutes
	L-60 days
	No exercise w/in last 24 hrs.
	US-Bldg 261

	
	
	
	
	


Identify the activities that will occur while on-orbit (or during test phase for ground based studies) and include requested launch vehicle for hardware (e.g., Shuttle middeck locker, Progress, etc.).  

	In-flight Activity
	Duration
	Schedule
	Performance Constraints
	Vehicle Or Module

	Launch Vehicle Ascent

	Ascent Activities
	10 min
	N/A
	N/A
	Shuttle

	On-orbit Activity

	Hardware setup and test
	30 min
	FD 10
	N/A
	Node 1

	
	
	
	
	

	Entry

	Entry Activities
	10 min
	N/A
	N/A
	Soyuz


List any action required Post-flight (or after test phase is complete for ground based studies).
	Post-flight Activity
	Duration
	Schedule
	Performance Constraints
	Location/ 

(US, RSA)

	Samples delivered back to JSC for analysis 
	N/A
	R+10 days
	Refrigerated
	US-Bldg 37 micro lab


10. NUMBER OF TEST SUBJECTS / FLIGHTS/BEDRESTS REQUIRED: How many subjects are required to complete the study (justify with statistical power)?  Are there certain types of subjects required (e.g., male, female, EVA crewmembers, etc.)? Are subject requirements categorized by mission duration (e.g., 5 subjects for flights less than 30 days, 5 for flights 30 days or more)? Can the same subject participate more than once if assigned to a subsequent flight?
11. DATA ANALYSES:  Clearly describe the statistical methods that will be employed and their significance in the interpretation of the results. If control subjects are need, justify.
12. DATA FORMAT and REPORTING:  Explain the format in which the data will be reported.  Indicate the length of time it will take to analyze the data once collected (per crewmember), and the time required to complete all data analyses for generation of interim and final reports to the Project.
13. DATA SHARING ISSUES: Clearly describe any variables being collected as part of another investigation or as a Medical Operations Requirement that will be requested as shared data.  If the same physiological parameter is being collected as part of another investigation or requirement, but the data cannot be shared, please justify why this parameter needs to be collected again.
14. DATA PRIVACY:  Briefly describe the procedures which you will employ to maintain confidentiality of subject identity and results.
15. INFORMED CONSENT/LAYMAN’S SUMMARY: Attach the informed consent form and layman’s summary used as part of the IRB package for the proposal.
16. RESULTS/PROJECT RELEVANCE: Explain the results that may be expected and their relevance to Project (CEVP, CHMRM, CCCDP) goals. 
17. SCHEDULE:  Briefly describe the schedule for this project.  How long until the flight activities can begin?  How much time will be required for data analysis?  When can the results be published and applied?
18. HARDWARE/CONSUMABLES:  List all hardware required for conducting the study and processing the samples.   Sort list by ground-based vs. flight hardware.  Does each piece of hardware currently exist or will hardware need to be developed or purchased?  Has the hardware been certified for shuttle/ISS flights? Will any existing hardware require modification?
Examples in Italics

	Hardware Name


	Flight or

Ground
	Part No.
	   Dimensions (cm)

    L     W     H 
	Volume Total (cm3)
	Mass

Total (Kg.)
	Stowed/Rack Mounted
	Total # Trng. Units
	Total # Flt. Units
	Hardware Constraints 

	Volatile Organic Analyzer (VOA)
	Flight
	N/A
	85.1 x 48.3 x 26.7
	109518.8 
	42.22 kg  
	Stowed
	2
	1
	65ºF – 80ºF


CONSUMABLES (Flight SMOs Only):  List any nonstandard items consumed such as film, videotape, floppy disk, etc., that are needed for the test/evaluation.
	Item No.
	Qty.
	Description

	1
	10
	Batteries, 9 Volt, 2 per unit

	2
	2
	Cotton Swabs/crewmember


19. POWER REQUIREMENTS: List power requirements for any hardware item listed above that will require on-orbit power.
	Hardware Name
	Part No.
	Power Type1
	Mode Name2
	Peak Power (W)
	Avg. Op Power (W)

	Volatile Organic Analyzer (VOA)
	N/A
	120 V DC

	Operate
	220 W
	160 W


1Power Type - Battery, 120 or 28 VDC.  No AC power is available on the International Space Station.  For Shuttle operations, 400 Hz AC power is available.  Indicate the number of phases to be used; either 1 phase (1​​Ø) or 3 phase (3Ø).

2Mode Name - If an equipment item is operated in multiple ways such that power demand on the vehicle varies between the operational modes by more than 10% (but not less than 10 watts), then it has multiple power modes.  The power demand for each of these modes needs to be identified separately.  Equipment items whose power demand varies in the same manner each time it is operated would have only a single mode.  As an example, if power levels for an equipment item are lower during a standby period than power required for operation by more than 10%, then "standby" is one mode and “operate” is at least one mode. 
Title: 
(If not applicable, put N/A in budget columns.  If budget support is being provided by other sources, please indicate in the Budget Justification/Assumptions section.)
	Name
	Role in Project
	Level of Effort (%)

	
	
	FY
	FY
	FY
	FY
	Total

	
	
	
	
	
	
	

	
	
	Salary ($)

	
	
	FY
	FY
	FY
	FY
	Total

	
	
	
	
	
	
	

	
	
	Fringe Benefits ($)

	
	
	FY
	FY
	FY
	FY
	Total

	
	
	
	
	
	
	

	

	Name
	Role in Project
	Level of Effort (%)

	
	
	FY
	FY
	FY
	FY
	Total

	
	
	
	
	
	
	

	
	
	Salary ($)

	
	
	FY
	FY
	FY
	FY
	Total

	
	
	
	
	
	
	

	
	
	Fringe Benefits ($)

	
	
	FY
	FY
	FY
	FY
	Total

	
	
	
	
	
	
	

	

	Name
	Role in Project
	Level of Effort (%)

	
	
	FY
	FY
	FY
	FY
	Total

	
	
	
	
	
	
	

	
	
	Salary ($)

	
	
	FY
	FY
	FY
	FY
	Total

	
	
	
	
	
	
	

	
	
	Fringe Benefits ($)

	
	
	FY
	FY
	FY
	FY
	Total

	
	
	
	
	
	
	

	

	
	
	FY
	FY
	FY
	FY
	Total

	
	Subtotal
	
	
	
	
	


	Hardware Costs Flight hardware & ground support for 2 landing sites or rental costs, if applicable.
FY

FY

FY

FY

Total

Labor

Materials

Travel

Subcontracts

Other (include detailed discription)
Hardware Costs Totals
FY

FY

FY

FY

Total
Subtotal

Ground-Based Testing  Include all ground testing including KC-135 flights
FY

FY

FY

FY

Totals

Labor

Materials

Travel

Subcontracts

Other (include detailed discription)

Ground-Based Testing Totals
FY

FY

FY

FY

Total
Subtotal

Integration Flight integration & processing.
FY

FY

FY

FY

Totals

Labor

Materials

Travel

Subcontracts

Other (include detailed discription)

Integration Totals
FY

FY

FY

FY

Totals
Subtotal

Flight Certification 
FY

FY

FY

FY

Total

Labor

Materials

Travel

Subcontracts

Other (include detailed discription)
Flight Certification Totals
FY

FY

FY

FY

Total
Subtotal

Mission Support Include crew training, preflight data collection, landing, &  post flight data collection/rehabilitation.
FY

FY

FY

FY

Totals

Labor

Materials

Travel

Subcontracts

Other (include detailed discription)

Mission Support Totals
FY

FY

FY

FY

Totals
Subtotal

Results Definition Includes data analyses and reporting.
FY
FY

FY

FY

Totals

Labor

Materials

Travel

Subcontracts

Other (include detailed discription)

Results Definition Totals
FY

FY

FY

FY

Totals
Subtotal

SUPPLIES (Itemize by category, use additional sheet if needed)
FY
FY

FY

FY

Totals

Supplies Totals
FY

FY

FY

FY

Totals
Subtotal

Total Costs totals from above categories
FY
FY

FY

FY

Total

Effort on Project
Salary
Fringe Benefits
Labor

Materials

Travel

Subcontracts

Other 

Supplies
Totals




BUDGET JUSTIFICATION/ASSUMPTIONS: (attach additional sheets if necessary)

























_____________________
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	This SMO has been reviewed for operational/clinical merit and recommended by the IPT. (Attach original signed meeting minutes.)
	
	This SMO has been reviewed for project relevance and funding availability.  It may be submitted to the HACOCCB for evaluation.

	_______________________________________________
	
	___________________________________________________

	IPT Lead's Signature
Date
	
	Project Manager's Signature
Date


SMO Proposal 041902chng.doc
Page 1 of 9
Page 7 of 9

_984321504.bin

