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Attached is a list of functions Diane Wold started after the CDISC-HL7 Stage II on April 28, 2010.  Diane plan to use this as the basis of further brainstorming at the Trial Design Model meeting on May 5th.  The Stage II group can decide how broad a scope we propose to include.  The group can also discuss how granular the functions (requirements) should be.  The group might also identify some test cases.  

It is expected that the resulting list of functions to be reviewed at the CDISC-HL7 Stage II meeting on May 12th, with the review resulting in the addition/refinement of functions and perhaps identification of (additional) test cases.  
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				Function		Test Case 1		Test Case 2		Test Case 3		Test Case 4		Test Case 5		Test Case 6		Test Case 7		Test Case 8

		F001		Provide study characteristics (e.g., Title, Phase) which have just one value

		F002		Provide study characteristics (e.g., Objective) which can have multiple values

		F003		Provide details of study treatments where study treatment is a straight forward drug administration at a certain frequency for a certain duration

				Provide details of study treatments where study treatment is a drug administration at a certain frequency but with a duration that depends on certain observation results

		F004		Provide details of study treatments where study treatment is a treatment strategy that incorporates conditional dose modifications and treatment interruptions

		F005		Provide details of study treatments where study treatment is a treatment strategy that consists of a sequence of different treatments, with conditions for transition from one simple treatment to the next

		F006		Provide text of eligibility criteria, including classification as inclusion or exclusion criteria

		F007		Update eligibility criteria

		F008		Provided planned duration of subject participation

		F009		Provide number of centers planned for study (either a single number or a range)

		F010		Provide number of centers planned for each planned center

		F011		Provide number of subjects planned for a study

		F012		Provide information about study arms, including number of subjects planned for each arm

		F013		Provide information on epochs for a parallel trial with a single treatment epoch, including the order of the epochs and descriptive information such as name, type, text description

		F014		For a parallel trial with a single treatment epoch, provide information on study treatments associated with the single treatment epoch for each arm

		F015		Provide information on epochs for a crossover trial with a multiple treatment epochs

		F016		For a crossover trial with multiple treatment epochs, provide information on study treatments associated with each treatment epoch for each arm.  Must be able to identify which epochs for which arms involve the same study treatment.

		F017		Provide information on epochs for a factorial trial, where experimental subjects receive treatments of different types (e.g., two types of drug or type of drug and type of diet)

		F018		For a factorial trial,  provide information on study treatments of each type for each treatment epoch and each arm.   

		F019		Provide information about allocation processes, including when they are to take place, whether they are random, method of allocation (including any observation results which are inputs to the process), planned rate of allocation for each outcome (e.g., 1:1:1 randomization to each of 3 arms)

		F020		Provide planned timing of visits for a study where visits are scheduled relative a single point in the study (such as start of study treatment)

		F021		Provide planned timing of visits for a study where visits are scheduled based on observation results (e.g., within one week after occurrence of migraine)

		F022		Provide planned timing of visits for a study where visits are scheduled based on multiple points in the study (e.g., 3 weeks after start of each chemotherapy cycle, where timing of chemotherapies is variable)
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