Appendix A. WHO Trial Registration Data Set Version 1.0

The 20 data items of the WHO Trial Registration Data Set are now finalized. Specific implementation details remain to be worked out and will be codified in a guidance document that is being developed (e.g., specific pick list options, whether age criteria will be collected in structured form, etc). The “field value” column given below is just an example to illustrate the data fields, and does not reflect an actual interface for submitting data to the WHO or to any register. 

For a trial to be properly registered, Items #3 to #20 must be reported as applicable to a Primary or Associate Register. All entries should accurately reflect the study protocol. Entries can be in free text (i.e., do not have to be terms from a controlled vocabulary), although some registers may require or encourage coded entries. The Registry Platform is considering MeSH as the common vocabulary for coding Conditions, Interventions, and Primary Outcomes.
Top of Form

	
	Item 
	Field Value
	Definition/Explanation
	Recommended 

Terminology/Codelists

	1.
	Primary Register and Trial ID #
	[image: image1.wmf]


Trial ID # [image: image2.wmf]


	Select name of Member Register in which this trial was first registered (the trial's "Primary Register"), and that register's registry-issued unique ID assigned to this trial.
	HL7 Instance Identifier Datatype

	2.
	Date of Registration in Primary Register
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	Date when trial was officially registered in the Primary Register YYYY/MM/DD.
	ISO 8601 Date Standard (yyyy-mm-dd)

	3.
	Secondary ID#s
	Issuing Authority
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ID Number

[image: image7.wmf]


Click to add more …
	Other identifying numbers and issuing authorities besides the Primary Register, if any. Include the sponsor name and sponsor-issued trial number (e.g., protocol number) if available.  Also include other member and non-member trial registers that have issued a number to this trial. There is no limit on the number of Secondary ID numbers that can be provided.  
	HL7 Instance Identifier Datatype

	4.
	Source(s) of Monetary or Material Support
	Name
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Click to add more…
	Major source(s) of monetary or material support for the trial (e.g., funding agency, foundation, company).
	WHO should create a ‘picklist’ with definitions, for this field

(e.g. foundation, pharmaceutical company, national health institute)

	5.
	Primary Sponsor
	Name
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	The individual, Organization, group or other legal person taking on responsibility for securing the arrangements to initiate and/or manage a study (including arrangements to ensure that the design of the study meets appropriate standards and to ensure appropriate conduct and reporting). In commercial trials, the primary sponsor is normally the main applicant for regulatory authorisation to begin the study. It may or may not be the main funder.
	Trial-specific and not a controlled vocabulary; maps to SPONSOR in CDISC SDTM Trial Summary  (Could be Entity Name – EN from HL7?)

Use free text for now



	6.
	Secondary Sponsor(s)
	Name
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	Additional individuals, Organizations or other legal persons, if any, that have agreed with the primary sponsor to take on responsibilities of sponsorship.

A secondary sponsor may have agreed

· to take on all the responsibilities of sponsorship jointly with the primary sponsor; or 
· to form a group with the primary sponsor in which the responsibilities of sponsorship are allocated among the members of the group; or
· to act as the sponsor’s legal representative in relation to some or all of the trial sites
· to take responsibility for the accuracy of trial registration information submitted
	Trial-specific and not a controlled vocabulary; maps to SPONSOR in CDISC SDTM Trial Summary  (Could be Entity Name – EN from HL7?)

Use free text for now



	7.
	Contact for Public Queries
	Email, telephone number, or address

[image: image11.wmf]


	Email address, telephone number, or address of the contact who will respond to general queries, including information about current recruitment status
	From HL7: Postal Address (AD) can be used as a further specialization of Address Part (ADXP) Either would provide an expansive set of codes (CS) to facilitate Physical address requirements.


	8.
	Contact for Scientific Queries
	Email, telephone number, or address
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Affiliation
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	Email address, telephone number, or address, and affiliation of the person to contact for scientific inquiries about the trial (e.g., principal investigator, medical director employed by the sponsor). For a multi-center study, enter the contact information for the lead Principal Investigator or overall scientific director.  
	Same as for #7

	9.
	Public Title
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	Title intended for the lay public in easily understood language. 
	Trial-specific and not a controlled vocabulary  (MeSH?)
Use free text for now

	10.
	Scientific Title
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Acronym
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	Scientific title of the study as it appears in the protocol submitted for funding and ethical review. Include trial acronym if available.
	Trial-specific and not a controlled vocabulary  (MeSH?)
Use free text for now

	11.
	Countries of Recruitment
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	The countries from which participants will be, are intended to be, or have been recruited.
	HL7 V2/V3 ISO Country Codes (referenced in CDISC controlled vocabulary) 

	12.
	Health Condition(s) or Problem(s) Studied
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	Primary health condition(s) or problem(s) studied (e.g., depression, breast cancer, medication error). If the study is conducted in healthy human volunteers belonging to the target population of the intervention (e.g., preventive or screening interventions), enter the particular health condition or problem being studied. If the study is conducted in healthy human volunteers not belonging to the target population (e.g., a preliminary safety study), an appropriate keyword will be defined for users to select.
	Maps to SDTM Trial Summary INDIC (Trial Indications); also related to Trial Indication Type (INDICTYP), which has a controlled terminology.  May also want to look into MeSH (Medical Subject Headings) which is maintained by US National Library of Medicine

Use free text for now

	13.
	Intervention(s)
	Intervention name(s)
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Other details (e.g., dose, duration, etc)
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Click to add more experimental interventions…

Control Intervention name
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Other details of control (e.g., dose, duration, etc.)
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Click to add more control interventions…
	Enter the specific name of the intervention(s) and the comparator/control(s) being studied. Use the International Non-Proprietary Name if possible (not brand/trade names). For an unregistered drug, the generic name, chemical name, or company serial number is acceptable. If the intervention consists of several separate treatments, list them all in one line separated by commas (e.g., "low-fat diet, exercise"). 

The control intervention(s) is/are the interventions against which the study intervention is evaluated (e.g., placebo, no treatment, active control). If an active control is used, be sure to enter in the name(s) of that intervention, or enter "placebo" or "no treatment" as applicable. 

For each intervention, describe other intervention details as applicable (dose, duration, mode of administration, etc)
	Recommend looking at MeSH for this

Note: Maps to SDTM Trial Summary variable TRT (Reported Name of Test Product), which currently does not have a controlled terminology. May want to look at WHO and FDA drug terminology sets for trials that involve a drug as an intervention.

Use free text for now



	14.
	Key Inclusion and Exclusion Criteria
	 Inclusion Criteria
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Exclusion Criteria
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	Inclusion and exclusion criteria for participant selection, including age and sex. 
	Certain I/E criteria can be split out and coded, e.g.  age, sex/gender, race, lab values and co-morbidities (concomitant disorders)

Age is a number (or can do agemin, agemax and age range) – SDTM

Sex/Gender has a controlled terminology in SDTM (SEXPOP)

Race has a controlled terminology (SDTM and FDA Guidance)

Lab values can use the CDISC short list for Clinical Trial Lab values from LOINC

Co-morbidities can be coded through MeSH (as for indication)

For now, use free text except for:

 Age: use a number for agemin and agemax

Sex/Gender: use SDTM (SEXPOP) controlled terminology

	15.
	Study Type


	 MACROBUTTON HTMLDirect [image: image25.wmf]
Single arm

 MACROBUTTON HTMLDirect [image: image26.wmf]
2 or more arms, randomized

 MACROBUTTON HTMLDirect [image: image27.wmf]
2 or more arms, non-randomized

      
	A single arm study is one in which all participants are given the same intervention. Trials in which participants are assigned to receive one of two or more interventions are NOT single arm studies. Crossover trials are NOT single arm studies. 

A trial is "randomized" if participants are/were assigned to intervention groups using a method based on chance (eg. random number table, random computer-generated sequence, minimization, adaptive). 
	Controlled terminology from SDTM Study Summary for variables

RANDOM (trial randomized); 

BLIND (blinding schema); 

CONTROL (type of control); COMPRT (comparative treatment name)
Three choices for coding: (Single arm; > 2 arms, randomized; and > 2 arms, non-randomized);  possibly ‘other’ will be added, if necessary.


	16.
	Date of First Enrollment
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	Anticipated or actual date of enrollment of the first participant (YYYY/MM).
	ISO 8601 Date Standard (yyyy-mm-dd)

	17.
	Target Sample Size
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	Number of participants that this trial plans to or had planned to enroll.
	Numeric: Maps to PLANSUB (planned number of subjects in SDTM Study Summary

	18.
	Recruitment Status 
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	Recruitment status of this trial. 

· Pending: participants are not yet being recruited or enrolled at any site

· Active: participants are currently being recruited and enrolled

· Temporary halt: there is a temporary halt in recruitment and enrollment

· Closed: participants are no longer being recruited or enrolled
	Develop codelist, including Pending, Active, Closed, with the definitions indicated to the left

	19.
	Primary Outcome(s)
	Outcome  Name
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Timepoints

[image: image33.wmf]


Click to add more outcomes…
	Outcomes are events, variables, or experiences that trial investigators measure because it is believed that they may be influenced by the intervention or exposure. The Primary Outcome should be the outcome used in sample size calculations, or the main outcome(s) used to determine the effect of the intervention(s).  

Enter the names of all primary outcomes in the trial as well as the pre-specified timepoint(s) of primary interest. Be as specific as possible with the metric used (e.g., “% with Beck depression score > 10 ”rather than just “depression”). Examples: Outcome Name: all-cause mortality, Timepoints: 5 years; or Outcome Name: Mean Beck Ddepression Sscore, Timepoint: 18 weeks
	May be somewhat analogous to the SDTM Trial Summary variable (OBJPRIM – Trial Primary Objective); also suggestion to use MeSH for the terminology

Use free text for now

	20.
	Key Secondary Outcomes
	Outcome Name
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Timepoints
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Click to add more outcomes…
	Secondary outcomes are events, variables, or experiences of secondary interest or that are measured at timepoints of secondary interest.  A secondary outcome may involve the same event, variable, or experience as the primary outcome, but measured at timepoints other than those of primary interest (e.g., Primary outcome: all-cause mortality at 5 years; Secondary outcome: all-cause mortality at 1 year, 3 years), or may involve a different event, variable, or experience altogether (e.g., Primary outcome: all-cause mortality at 5 years; Secondary outcome: hospitalization rate at 5 years).

Enter the name and timepoint(s) for all secondary outcomes of key clinical and/or scientific importance. Be as specific as possible with the metric used (e.g., “% with Beck depression score > 10” rather than just “depression”). Examples: Outcome Name: all-cause mortality, Timepoint: 6 months, 1 year; or Outcome Name: Mean HgbA1C, Timepoint: 4 and 8  weeks 
	May be analogous to the SDTM Trial Summary variable (OBJSEC – Trial Secondary Objective); also, suggestion to use MeSH for the terminology

Use free text for now
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