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Meeting Minutes

CDISC-HL7 Stage II

August 18, 2010

9:30 am – 10:30 am (EST)

Attendees


	First Name
	Last Name
	Affiliation
	E-mail Address

	Patty 
	Garvey
	FDA
	Patricia.garvey@fda.hhs.gov 

	Bill
	Friggle
	Sanofi-Aventis
	William.friggle@sanofi-aventis.com

	Terry
	Hardin
	PerfiTech
	thardin@perfitech.com

	Marcelina 
	Hungria
	ISI
	Marcelina.hungria@imagesolutions.com

	Kathy 
	Kasten
	Takeda
	kkasten@tgrd.com

	Mitra
	Rocca
	FDA
	Mitra.rocca@fda.hhs.gov

	Jason 
	Rock
	Global Submit
	Jason.rock@globalsubmit.com 

	Gary
	Walker
	Quintiles
	Gary.walker@quintiles.com

	Julia
	Zhang
	Genzyme
	Julia.zhang@genzyme.com


Discussion 

· The Study Participation Implementation Guide (IG) is being balloted in September 2010.
· The FDA has completed the Study Participation Xform. The FDA needs further internal discussion before sharing it with this group. 

· There were questions regarding the FDA implementation expectation of this CDISC HL7 standard.  Patty stated that the implementation of the standard will be dependent on the business rules established by each of the FDA Centers.  Patty’s office objective is to get the standard developed and approved. The decision to implement will be upon the each individual Centers.  She stated that there will be a transition period between current the practices and implementation of a standard.
· Review of Jason’s Study Design XML example.  This example closely follows SDTM and the representation in HL7 study design. Jason did not represent all visits and all activities; but he did represent an example of the all the different functionality of that standard represented in the Excel example.
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· The next meeting will be September 1st. The agenda will be Q&A for the Study Participation IG and Jason’s Study Design XML example.

ACTION ITEM:  

1.
The group should review Study Participation IG ballot and Jason’s Study Design XML example.
Drafted: PGarvey/08-31-2010

_1344789296.xls
Study

		

				Study ID:





TS

		STUDYID		DOMAIN		TSSEQ		TSGRPID		TSPARMCD		TSPARM		TSVAL

		0		TS		1				TITLE		Trial Title

		0		TS		1				SPONSOR		Sponsoring Organization		Healthy Devices, Inc.

		0		TS		1				TPHASE		Trial Phase Classification		Phase IV Trial

		0		TS		1				RANDOM		Trial is Randomized

		0		TS		1				TBLIND		Trial Blinding Schema		OPEN LABEL

		0		TS		1				TCNTRL		Control Type		NONE

		0		TS		1				DESIGN		Description of Trial Design		SINGLE GROUP

		0		TS		1				OBJPRIM		Trial Primary Objective		Study the effects of implantable defibrillator Arrythmatex-N200 in subjects with severe refractory ventricular arrhythmias.

		0		TS		1				OBJSEC		Trial Secondary Objective

		0		TS		1				TTYPE		Trial Type		EFFICACY

		0		TS		2				TTYPE		Trial Type		SAFETY

		0		TS		1				INDIC		Trial Indication		ventricular arrhythmias

		0		TS		1				TINDTP		Trial Indication Type		TREATMENT

		0		TS		1				TDIGRP		Diagnosis Group		subjects with severe refractory ventricular arrhythmias with a history of successful resuscitation following sudden cardiac death

		0		TS		1				AGEMIN		Planned Minimum Age of Subjects

		0		TS		1				AGEMAX		Planned Maximum Age of Subjects

		0		TS		1				AGEU		Age Unit

		0		TS		1				AGESPAN		Age Group

		0		TS		1				SEXPOP		Sex of Participants		BOTH

		0		TS		1				ADDON		Added on to Existing Treatments		N

		0		TS		1				TRT		Reported Name of Test Product		Arrythmatex-N200

		0		TS		1				COMPTRT		Comparative Treatment Name

		0		TS		1				DOSE		Dose per Administration

		0		TS		1				DOSU		Test Product Dose Units

		0		TS		1				DOSFRQ		Test Product Dosing Frequency

		0		TS		1				ROUTE		Route of Administration

		0		TS		1				LENGTH		Trial Length		P2Y

		0		TS		1				PLANSUB		Planned Number of Subjects		200

				TS		1				PLANSITE		Planned Number of Sites		40

				TS		1				NCT		NCT Number		12389470

		0		TS		1				STOPRULE		Study Stop Rules



In ISO-8601 duration format: 
PnYnMnDTnHnMnS or PnYnWnDTnHnMnS.
For example: P2Y (2 Years), P1Y6M (1 Year, 6 Months), P12W (12 Weeks), P14D (14 Days), PT24H (24 Hours),
P3M10DT12H30M (3 Months, 10 Days, 12 Hours and 30 Minutes), etc.



TI

		STUDYID		DOMAIN		IETESTCD		IETEST		IECAT		IESCAT		TIRL		TIVERS		IEFTEXT

		0		TI		INC01		Severe refractory ventricular arrhythmias		INCLUSION								Severe refractory ventricular arrhythmias

		0		TI		INC02		History of successful resuscitation following sudden cardiac death		INCLUSION								History of successful resuscitation following sudden cardiac death

						INC03				INCLUSION

						INC04				INCLUSION

						INC05				INCLUSION

						EXC01				EXCLUSION

						EXC02				EXCLUSION

						EXC03				EXCLUSION

						EXC04				EXCLUSION

						EXC05				EXCLUSION

						EXC06				EXCLUSION

						EXC07				EXCLUSION

						EXC08				EXCLUSION



Non-SDTM Variable

marcelinah:

To the TDM team: do you have the rest of the criteria for this test data?



Trial Design Matrix

				SCREEN		TREATMENT		POST-OP		FOLLOW-UP

		A		SCRN		Device implantation		Post-op hospitalization		FU





TA

		STUDYID		DOMAIN		ARMCD		ARM		TAETORD		ETCD		ELEMENT		TABRANCH		TATRANS		EPOCH

		0		TA		A		A		1		SCRN		SCRN						SCREEN

		0		TA		A		A		2		DEVICEIMPLANTATION		Device implantation						TREATMENT

		0		TA		A		A		3		POST-OPHOSPITALIZATION		Post-op hospitalization						POST-OP

		0		TA		A		A		4		FU		FU						FOLLOW-UP





TE

		STUDYID		DOMAIN		ETCD		ELEMENT		TESTRL		TEENRL		TEDUR

		0		TE		SCRN		SCRN		Informed consent		Up to 2 weeks

		0		TE		DEVICEIMPLANTATION		Device implantation		Start of surgery		Completion of surgery

		0		TE		POST-OPHOSPITALIZATION		Post-op hospitalization		End of surgery		Earlier of discharge from hospital or 1 week

		0		TE		FU		FU		Earlier of discharge from hospital, 1 week after device implantation				P2Y





TV

		STUDYID		DOMAIN		VISITNUM		VISIT		VISIT		VISITDY		ARMCD		ARM		TVSTRL		TVENRL		TVORCYCN		TVORVISN

		0		TV				Screening		SCREENING				A

		0		TV				Hospitalization		HOSPITALIZATION								Admission prior to device implantation		Discharge from hospital

		0		TV				Month 1		MONTH 1								One month after the start of Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 2		MONTH 2								2 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 3		MONTH 3								3 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 4		MONTH 4								4 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 5		MONTH 5								5 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 6		MONTH 6								6 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 7		MONTH 7								7 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 8		MONTH 8								8 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 9		MONTH 9								9 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 10		MONTH 10								10 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 11		MONTH 11								11 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 12		MONTH 12								12 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 13		MONTH 13								13 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 14		MONTH 14								14 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 15		MONTH 15								15 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 16		MONTH 16								16 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 17		MONTH 17								17 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 18		MONTH 18								18 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 19		MONTH 19								19 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 20		MONTH 20								20 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 21		MONTH 21								21 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 22		MONTH 22								22 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 23		MONTH 23								23 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device

		0		TV				Month 24		MONTH 24								24 months after the star of the Treatment epoch		After completion of 48-hour Holter monitoring and removal of device



Non-SDTM Variable

Non-SDTM Variable

marcelinah:
I suggest to keep the same case convention for VISIT. I created the next column and, if you agree, we can remove this one.

SCREENING

HOSPITALIZATION

MONTH 1

MONTH 2

MONTH 3

MONTH 4

MONTH 5

MONTH 6

MONTH 7

MONTH 8

MONTH 9

MONTH 10

MONTH 11



Schedule of Events

				Screening Period		Hospitalization		Follow-Up Assessments -->

		Planned Timing (Visit Window) -->		Days -28 to -2		Days 1-5		Day 30 +/- 7		Day 60 +/-7		Day 90 +/- 7		Day 120 +/- 7		Day 150 +/-7		Day 180 +/-7		Day 210 +/-7		Day 240 +/1 7		Day 270 +/-7		Day 300 +/-7		Day 330 +/-7		Day 360 +/-7		Day 390 +/-7		Day 420 +/-7		Day 450 +/-7		Day 480 +/-7		Day 510 +/-7		Day 540 +/-7		Day 570 +/-7		Day 600 +/-7		Day 630 +/-7		Day 660 +/-7		Day 690 +/-7		Day 710 +/-7

		Event Group/Category x VISIT		SCREENING		HOSPITALIZATION		MONTH 1		MONTH 1		MONTH 2		MONTH 3		MONTH 4		MONTH 5		MONTH 6		MONTH 7		MONTH 8		MONTH 9		MONTH 11		MONTH 12		MONTH 13		MONTH 14		MONTH 15		MONTH 16		MONTH 17		MONTH 18		MONTH 19		MONTH 20		MONTH 21		MONTH 22		MONTH 23		MONTH 24

		Informed Consent		X

		Inclusion/Exclusion criteria assessment		X

		Demographics		X

		Subject Characteristics		X

		Medical History		X

		Medication History		X

		Physical Examination		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X

		Vital Signs (A)		X																																																		X

		Vital Signs (B)				X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X

		Clinical Laboratory Tests (A)		X		X

		Clinical Laboratory Tests (B)						X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X

		Device Implantation Surgery				X

		Post-Operative Assessments				X

		ECG		X		X

		Holter Monitor ECG (Attachment)						X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X

		Holter Monitor ECG (Detachment)						X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X

		Device Implantation/Hospitalization (A)				X

		Device Implantation/Hospitalization (B)				X

		Concurrent medical conditions				X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X

		Pre-Treatment Event Assessment		X		X

		Adverse Event Assessment				X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X

		Concomitant Medication Assessment				X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X		X



marcelinah:

Notes:

The Activities tab should serve the purpose of a lookup table for each VISIT giving more detail that includes the order of activities within VISIT.

The EventDetails tab should serve the purpose of a lookup table for Event Group/Category of Events giving more detail that includes the specific actions or measurements in that group (providing “definitions” for the group).

There is a link from the Schedule of Events and Activities tabs to the corresponding Event Group/Category in the EventDetails tab.

Note that in this first case scenario (test data), all detailed activities scheduled at each VISIT are the same from MONTH 1 on; however, we already know that this is a simple scenario.

SCREENING

HOSPITALIZATION

MONTH 1

MONTH 24

Vital Signs (A)

Vital Signs (B)

Physical Examination

Holter Monitor ECG (Attachment)

Clinical Laboratory Tests (A)

Clinical Laboratory Tests (B)

ECG

Demographics

Device Implantation Surgery

Device Implantation/Hospitalization (A)

Inclusion/Exclusion criteria assessment

Holter Monitor ECG (Detachment)

Post-Operative Assessments

Subject Characteristics

Informed Consent

Medical History

Medication History

Concurrent medical conditions

Pre-Treatment Event Assessment

Adverse Event Assessment

Concomitant Medication Assessment

MONTH 1

Device Implantation/Hospitalization (B)



Activities

		ActivityBundle		ActivityOrder		ACTIVITY		Event Group/Category		Timing Attributes

		1		1		Obtain date of informed consent		Informed Consent

		1		2		Assess Inclusion/Exclusion criteria		Inclusion/Exclusion criteria assessment

		1		3		Collect subject demographics		Demographics

		1		5		Obtain subject characteristics		Subject Characteristics

		1		4		Take Vital signs		Vital Signs (A)

		1		6		Collect subject medical history		Medical History

		1		7		Perform physical examination		Physical Examination

		1		8		Collect subject medication history		Medication History

		1		9		Obtain samples or perform clinical laboratory tests		Clinical Laboratory Tests (A)

		1		10		Perform 12-Lead ECG		ECG

		1		11		Assess pre-treatment events		Pre-Treatment Event Assessment

		2		1		Perform pre-surgical steps		Device Implantation/Hospitalization (A)

		2		3		Perform physical examination		Physical Examination

		2		4		Take Vital signs		Vital Signs (B)

		2		5		Obtain samples or perform clinical laboratory tests		Clinical Laboratory Tests (A)

		2		6		Get datetimes of implantation surgery		Device Implantation Surgery

		2		7		Assess concomitant medication		Concomitant Medication Assessment

		2		8		Assess adverse events		Adverse Event Assessment

		2		9		Perform post-surgery assessment		Post-Operative Assessments

		2		10		Take Vital signs		Vital Signs (B)

		2		11		Perform 12-Lead ECG		ECG

		2		12		Assess concurrent medical conditions		Concurrent medical conditions

		2		13		Assess adverse events		Adverse Event Assessment

		2		14		Assess concomitant medication		Concomitant Medication Assessment

		2		15		Perform post-surgical steps		Device Implantation/Hospitalization (B)

		3		1		Perform physical examination		Physical Examination

		3		2		Take Vital signs		Vital Signs (B)		at pre-attachment of Holter Monitor

		3		3		Obtain samples or perform clinical laboratory tests		Clinical Laboratory Tests (B)

		3		4		Attach Holter Monitor and obtain datetime		Holter Monitor ECG (Attachment)

		3		5		Take Vital signs		Vital Signs (B)		1 hour post attachment of Holter Monitor

		3		6		Take Vital signs		Vital Signs (B)		10 hours post attachment of Holter Monitor

		3		7		Take Vital signs		Vital Signs (B)		30 hours post attachment of Holter Monitor

		3		8		Detach Holter Monitor and obtain datetime		Holter Monitor ECG (Detachment)

		3		9		Take Vital signs		Vital Signs (B)		5 hours post detachment of Holter Monitor

		3		10		Assess concurrent medical conditions		Concurrent medical conditions

		3		11		Assess adverse events		Adverse Event Assessment

		3		12		Assess concomitant medication		Concomitant Medication Assessment

		4		1		Perform physical examination		Physical Examination

		4		2		Take Vital signs		Vital Signs (A)		at pre-attachment of Holter Monitor

		4		3		Obtain samples or perform clinical laboratory tests		Clinical Laboratory Tests (B)

		4		4		Attach Holter Monitor and obtain datetime		Holter Monitor ECG (Attachment)

		4		5		Take Vital signs		Vital Signs (B)		1 hour post attachment of Holter Monitor

		4		6		Take Vital signs		Vital Signs (B)		10 hours post attachment of Holter Monitor

		4		7		Take Vital signs		Vital Signs (B)		30 hours post attachment of Holter Monitor

		4		8		Detach Holter Monitor and obtain datetime		Holter Monitor ECG (Detachment)

		4		9		Take Vital signs		Vital Signs (B)		5 hours post detachment of Holter Monitor

		4		10		Assess concurrent medical conditions		Concurrent medical conditions

		4		11		Assess adverse events		Adverse Event Assessment

		4		12		Assess concomitant medication		Concomitant Medication Assessment



Informed Consent

Demographics

Inclusion/Exclusion criteria assessment

Subject Characteristics

Medical History

Medication History

Physical Examination

Clinical Laboratory Tests (A)

ECG

Pre-Treatment Event Assessment

Vital Signs (A)

Physical Examination

Physical Examination

Physical Examination

Clinical Laboratory Tests (A)

ECG

Vital Signs (B)

Vital Signs (B)

Vital Signs (B)

Vital Signs (B)

Vital Signs (B)

Vital Signs (B)

Vital Signs (B)

Clinical Laboratory Tests (B)

Clinical Laboratory Tests (B)

Device Implantation Surgery

Post-Operative Assessments

Device Implantation/Hospitalization (A)

Device Implantation/Hospitalization (B)

Concurrent medical conditions

Adverse Event Assessment

Adverse Event Assessment

Adverse Event Assessment

Adverse Event Assessment

Concomitant Medication Assessment

Concomitant Medication Assessment

Concomitant Medication Assessment

Concomitant Medication Assessment

Concurrent medical conditions

Concurrent medical conditions

Holter Monitor ECG (Attachment)

Holter Monitor ECG (Attachment)

Holter Monitor ECG (Detachment)

Holter Monitor ECG (Detachment)

Vital Signs (A)



EventDetails

		Event Group/Category		ACTIVITY

		Inclusion/Exclusion criteria assessment		Inclusion criteria 1

		Inclusion/Exclusion criteria assessment		Inclusion criteria 2

		Inclusion/Exclusion criteria assessment		Inclusion criteria 3

		Inclusion/Exclusion criteria assessment		Inclusion criteria 4

		Inclusion/Exclusion criteria assessment		Inclusion criteria 5

		Inclusion/Exclusion criteria assessment		Exclusion criteria 1

		Inclusion/Exclusion criteria assessment		Exclusion criteria 2

		Inclusion/Exclusion criteria assessment		Exclusion criteria 3

		Inclusion/Exclusion criteria assessment		Exclusion criteria 4

		Inclusion/Exclusion criteria assessment		Exclusion criteria 5

		Inclusion/Exclusion criteria assessment		Exclusion criteria 6

		Inclusion/Exclusion criteria assessment		Exclusion criteria 7

		Inclusion/Exclusion criteria assessment		Exclusion criteria 8

		Demographics		Subject demographics, Date of Birth

		Demographics		Subject demographics, Race

		Demographics		Subject demographics, Gender

		Subject Characteristics		Subject characteristics, Initials

		Vital Signs (A)		Vital signs, test for height

		Vital Signs (A)		Vital signs, test for weight

		Vital Signs (A)		Vital signs, test for pulse

		Vital Signs (A)		Vital signs, test for systolic BP

		Vital Signs (A)		Vital signs, test for diastolic BP

		Vital Signs (A)		Vital signs, test for temperature

		Vital Signs (A)		Vital signs, test for respiration

		Vital Signs (B)		Vital signs, test for pulse

		Vital Signs (B)		Vital signs, test for systolic BP

		Vital Signs (B)		Vital signs, test for diastolic BP

		Vital Signs (B)		Vital signs, test for temperature

		Vital Signs (B)		Vital signs, test for respiration

		Physical Examination		Physical Examination, body system 1

		Physical Examination		Physical Examination, body system 2

		Physical Examination		Physical Examination, body system 3

		Physical Examination		Physical Examination, body system 4

		Physical Examination		Physical Examination, body system 5

		Clinical Laboratory Tests (A)		Clinical Laboratory, obtain blood draw

		Clinical Laboratory Tests (A)		Clinical Laboratory, test dipstick urine pregnancy

		Clinical Laboratory Tests (B)		Clinical Laboratory, obtain blood draw

		ECG		12-Lead ECG - test for HR

		ECG		12-Lead ECG - test for PR

		ECG		12-Lead ECG - test for QT

		ECG		12-Lead ECG - test for QRS

		ECG		12-Lead ECG - test for QTcF

		ECG		12-Lead ECG - test for QTcB

		Pre-Treatment Event Assessment		Assess pre-treatment events

		Device Implantation/Hospitalization (A)		Collect date of admission

		Device Implantation/Hospitalization (A)		Pre-surgical assessment, assessment 1

		Device Implantation/Hospitalization (A)		Pre-surgical assessment, assessment 2

		Device Implantation/Hospitalization (B)		Collect date of discharge from hospital

		Device Implantation Surgery		Implantation Surgery, get start datetime

		Device Implantation Surgery		Implantation Surgery, get end datetime

		Adverse Event Assessment		Assess adverse events

		Post-Operative Assessments		Post-surgery assessment, assessment 1

		Post-Operative Assessments		Post-surgery assessment, assessment 2

		Holter Monitor ECG (Attachment)		Holter Monitor attachment datetime

		Holter Monitor ECG (Detachment)		Holter Monitor detachment datetime

		Informed Consent		Informed Consent

		Medical History		Medical History

		Medication History		Medication History

		Concurrent medical conditions		Concurrent medical conditions

		Concomitant Medication Assessment		Concomitant Medication Assessment



marcelinah:

Note that this table is not sorted by Event Group/Category; however, the links from the Schedule of Events and Activities tabs point to the corresponding group.

marcelinah:

Note to the TDM team: still need synchronization with the TI tab.



Lookup

		AGESPAN		ADOLESCENT (12-17 YEARS)				ARMCD				ETCD

		AGESPAN		ADULT (18-65)				A				DEVICEIMPLANTATION

		AGESPAN		CHILDREN (2-11 YEARS)								FU

		AGESPAN		ELDERLY (> 65)								POST-OPHOSPITALIZATION

		AGESPAN		IN UTERO								SCRN

		AGESPAN		INFANT AND TODDLER (28 DAYS - 23 MONTHS)

		AGESPAN		NEWBORN (0-27 DAYS)

		AGESPAN		PRETERM NEWBORN INFANTS

		AGEU		DAYS

		AGEU		HOURS

		AGEU		MONTHS

		AGEU		WEEKS

		AGEU		YEARS

		IECAT		EXCLUSION

		IECAT		INCLUSION

		NY		N

		NY		NA

		NY		U

		NY		Y

		ROUTE		AURICULAR (OTIC)

		ROUTE		BUCCAL

		ROUTE		CONJUNCTIVAL

		ROUTE		CUTANEOUS

		ROUTE		DENTAL

		ROUTE		ELECTRO-OSMOSIS

		ROUTE		ENDOCERVICAL

		ROUTE		ENDOSINUSIAL

		ROUTE		ENDOTRACHEAL

		ROUTE		ENTERAL

		ROUTE		EPIDURAL

		ROUTE		EXTRA-AMNIOTIC

		ROUTE		EXTRACORPOREAL

		ROUTE		HEMODIALYSIS

		ROUTE		INFILTRATION

		ROUTE		INTERSTITIAL

		ROUTE		INTRA-ABDOMINAL

		ROUTE		INTRA-AMNIOTIC

		ROUTE		INTRA-ARTERIAL

		ROUTE		INTRA-ARTICULAR

		ROUTE		INTRABILIARY

		ROUTE		INTRABRONCHIAL

		ROUTE		INTRABURSAL

		ROUTE		INTRACARDIAC

		ROUTE		INTRACARTILAGINOUS

		ROUTE		INTRACAUDAL

		ROUTE		INTRACAVERNOUS

		ROUTE		INTRACAVITARY

		ROUTE		INTRACEREBRAL

		ROUTE		INTRACISTERNAL

		ROUTE		INTRACORNEAL

		ROUTE		INTRACORONAL, DENTAL

		ROUTE		INTRACORONARY

		ROUTE		INTRACORPORUS CAVERNOSUM

		ROUTE		INTRADERMAL

		ROUTE		INTRADISCAL

		ROUTE		INTRADUCTAL

		ROUTE		INTRADUODENAL

		ROUTE		INTRADURAL

		ROUTE		INTRAEPIDERMAL

		ROUTE		INTRAESOPHAGEAL

		ROUTE		INTRAGASTRIC

		ROUTE		INTRAGINGIVAL

		ROUTE		INTRAILEAL

		ROUTE		INTRALESIONAL

		ROUTE		INTRALUMINAL

		ROUTE		INTRALYMPHATIC

		ROUTE		INTRAMEDULLARY

		ROUTE		INTRAMENINGEAL

		ROUTE		INTRAMUSCULAR

		ROUTE		INTRAOCULAR

		ROUTE		INTRAOVARIAN

		ROUTE		INTRAPERICARDIAL

		ROUTE		INTRAPERITONEAL

		ROUTE		INTRAPLEURAL

		ROUTE		INTRAPROSTATIC

		ROUTE		INTRAPULMONARY

		ROUTE		INTRASINAL

		ROUTE		INTRASPINAL

		ROUTE		INTRASYNOVIAL

		ROUTE		INTRATENDINOUS

		ROUTE		INTRATESTICULAR

		ROUTE		INTRATHECAL

		ROUTE		INTRATHORACIC

		ROUTE		INTRATUBULAR

		ROUTE		INTRATUMOR

		ROUTE		INTRATYMPANIC

		ROUTE		INTRAUTERINE

		ROUTE		INTRAVASCULAR

		ROUTE		INTRAVENOUS

		ROUTE		INTRAVENOUS BOLUS

		ROUTE		INTRAVENOUS DRIP

		ROUTE		INTRAVENTRICULAR

		ROUTE		INTRAVESICAL

		ROUTE		INTRAVITREAL

		ROUTE		IONTOPHORESIS

		ROUTE		IRRIGATION

		ROUTE		LARYNGEAL

		ROUTE		NASAL

		ROUTE		NASOGASTRIC

		ROUTE		NOT APPLICABLE

		ROUTE		OCCLUSIVE DRESSING TECHNIQUE

		ROUTE		OPHTHALMIC

		ROUTE		ORAL

		ROUTE		OROPHARYNGEAL

		ROUTE		OTHER

		ROUTE		PARENTERAL

		ROUTE		PERCUTANEOUS

		ROUTE		PERIARTICULAR

		ROUTE		PERIDURAL

		ROUTE		PERINEURAL

		ROUTE		PERIODONTAL

		ROUTE		RECTAL

		ROUTE		RESPIRATORY (INHALATION)

		ROUTE		RETROBULBAR

		ROUTE		SOFT TISSUE

		ROUTE		SUBARACHNOID

		ROUTE		SUBCONJUNCTIVAL

		ROUTE		SUBCUTANEOUS

		ROUTE		SUBLINGUAL

		ROUTE		SUBMUCOSAL

		ROUTE		TOPICAL

		ROUTE		TRANSDERMAL

		ROUTE		TRANSMUCOSAL

		ROUTE		TRANSPLACENTAL

		ROUTE		TRANSTRACHEAL

		ROUTE		TRANSTYMPANIC

		ROUTE		UNASSIGNED

		ROUTE		UNKNOWN

		ROUTE		URETERAL

		ROUTE		URETHRAL

		ROUTE		VAGINAL

		SEXPOP		BOTH

		SEXPOP		F

		SEXPOP		M

		TBLIND		DOUBLE BLIND

		TBLIND		OPEN LABEL

		TBLIND		SINGLE BLIND

		TCNTRL		ACTIVE

		TCNTRL		NONE

		TCNTRL		PLACEBO

		TDIGRP		HEALTHY SUBJECTS

		TINDTP		CURE

		TINDTP		DIAGNOSIS

		TINDTP		MITIGATION

		TINDTP		PREVENTION

		TINDTP		TREATMENT

		TPHASE		Phase I Trial

		TPHASE		Phase I/II Trial

		TPHASE		Phase II Trial

		TPHASE		Phase II/III Trial

		TPHASE		Phase IIa Trial

		TPHASE		Phase IIb Trial

		TPHASE		Phase III Trial

		TPHASE		Phase IIIaTrial

		TPHASE		Phase IIIb Trial

		TPHASE		Phase IV Trial

		TPHASE		Phase V Trial

		TPHASE		NA

		TTYPE		BIO-AVAILABILITY

		TTYPE		BIO-EQUIVALENCE

		TTYPE		EFFICACY

		TTYPE		PHARMACODYNAMIC

		TTYPE		PHARMACOECONOMIC

		TTYPE		PHARMACOGENOMIC

		TTYPE		PHARMACOKINETIC

		TTYPE		SAFETY

		DESIGN		SINGLE GROUP

		DESIGN		PARALLEL

		DESIGN		CROSSOVER

		DESIGN		FACTORIAL

		DESIGN		OTHER

		TVSTRL		<Time period> after the start of <epoch>

		TVSTRL		<Time period> before the planned start of <epoch>

		TVENRL		Later on the day the visit starts
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