1.1.1 Pharmacogenomics Results — PG

PG.xpt, Pharmacogenomics — Findings, Version 3.1.2??? June 7, 2005. One or more records per genomic test per time point per visit per subject, Tabulation

	Variable Name
	Variable Label
	Type
	Controlled Terms or Format
	Origin
	Role
	CDISC Notes
	Core
	References

	STUDYID
	Study Identifier
	Char
	 
	CRF
	Identifier
	Unique identifier for a study within the submission.
	Req
	SDTM 2.2.4

	DOMAIN
	Domain Abbreviation
	Char
	**PG
	Derived
	Identifier
	Two-character abbreviation for the domain most relevant to the observation.
	Req
	SDTM 2.2.4

	USUBJID
	Unique Subject Identifier
	Char
	 
	Sponsor Defined
	Identifier
	Unique subject identifier within the submission.
	Req
	SDTM 2.2.4

	PGSEQ
	Sequence Number
	Num
	 
	CRF or Derived
	Identifier
	Sequence number given to ensure uniqueness within a dataset for a subject. Can be used to join related records. 
	Req
	SDTM 2.2.4

	PGGRPID
	Group ID
	Char
	 
	Sponsor Defined
	Identifier
	Used to tie together a block of related records in a single domain to support relationships within the domain and between domains.

Example: drug metabolism link to PK data domain or  grouping results related to one test.
   
	Perm
	SDTMIG 2.1; SDTM 2.2.4

	PGREFID
	Specimen  ID
	Char
	 
	Sponsor Defined or Derived
	Identifier
	Internal or external specimen identifier. Example: Specimen ID.
	Perm
	 

	PGSPID
	Sponsor ID
	Char
	
	Sponsor Defined
	Identifier
	Optional Sponsor-defined reference number.  Perhaps pre-printed on the CRF as an explicit line identifier or defined in the sponsor’s operational database.  Example:  Line number on the pharmacogenomics report.  
	Perm
	SDTM 2.2.4

	PGTESTCD
	Genomics Test Code
	Char
	*
	CRF or  Derived
	Topic
	Short name for the test. Generally these test codes tend to have the name of the gene being tested when conducting genotype tests. Gene expression tests may return several genes.
Example: CYPD26
	
	

	PGTEST
	Test Description
	Char
	*
	CRF
	Synonym Qualifier
	Needed only if more detailed information is required.

Examples: May be used to represent a series of active and inactive alleles.   

Active alleles: CYP2D6 *1 or *2

Partially active alleles: *9 or *10 or *17

Inactive alleles: CYP2D6 *3 or *4 or *5 (deletion) or *6 or *7 or *8 or *11 or *12

Gene Duplication: *1 or *2 or *4 or *10


	
	

	PGASSAY
	Assay ID
	Char
	
	CRF
	Identifier
	A unique identifier for a test as maintained by a lab.
	
	

	PGMETHCD
	Method Code
	Char
	*
	CRF or  Derived
	Grouping Qualifier
	Short name for the method used in the test.  Note: This can represent individual allele or sequence method code. Examples: MSI-83892, MSI-83898, MSI-83894, SEQ ANAL-83891,  ANAL83894, INV_DETECT-83891, ALLELE_TRANSC-83905, ALLELE_TRANSL-83906

Note: Above are CPT Codes concatenated with an abbreviated test name.  There are multiple CPT codes for each method.
	Req
	

	PGMETH
	Method Name
	Char
	*
	CRF
	Synonym Qualifier
	Verbatim name of the method used to obtain the measurement or finding.    The value in PG TEST cannot be longer than 200 characters. 

Example 1: Microsatellite Instability by PCR Polymerase Chain Reaction/Fragment Analysis 83892 x2 Digestion; 83898 x10 Amplification; 83894 x2 Gel separation; 83912 Interpretation and Report.

Example 2: A multi-site process that includes the determination of a sequence, it fragmentation and analysis and the interpretation of the resulting sequence information. (MeSH).

Example 3: Laboratory specimens were analyzed using the Tag-It Mutation Detection System for P450-2D6 which detects 12 nucleotide

variants and two gene rearrangements in a multiplex polymerase chain reaction and allele-specific primer extension format.

	Req
	

	PGCAT
	Category for Lab Test
	Char
	*
	Sponsor Defined
	Grouping Qualifier
	Genetics uses sequence variation properties in order to categorize the results. Examples: SNP, MUTATIONS.
	Exp
	 

	PGSCAT
	Subcategory for Lab Test
	Char
	*
	Sponsor Defined
	Grouping Qualifier
	A further categorization of variations such as C_SNP, CANDIDATE_SNP, P_SNP, R_SNP, INSERTIONS, INDELS, DELETIONS, INVERSIONS, TRANSLOCATIONS, TRANSVERSION, GENE_DUPLICATION
	Perm
	 .

	PGRESTYP
	Result Type
	Char
	
	CRF or Derived
	Result Qualifier
	Further identifies the type of information contained in the results.

Examples:  GENE NAME, ACCESSION, NUCLEOTIDE POSITION, NUCLEOTIDE CHANGE.
	
	

	PGSTRESC
	Character Result/Finding in Std Format
	Char
	 
	Derived
	Result Qualifier
	Contains the result value for all findings, copied or derived from PGORRES in a standard format or standard units. PGSTRESC should store all results or findings in character format; if results are numeric, they should also be stored in numeric format in PGSTRESN. For specific examples, see PG domain description.  
	
	

	PGSTRESN
	Numeric Result/Finding in Standard Units
	Num
	 
	Derived
	Result Qualifier
	Used for continuous or numeric results or findings in standard format; copied in numeric format from PGSTRESC. PGSTRESN should store all numeric test results or findings.
	
	

	PGSTRESU
	Standard Units
	Char
	*
	CRF or  Derived
	Variable Qualifier
	Standardized unit used for PGSTRESC or PGSTRESN.
	
	

	PGSTAT
	Pharamacogenomic Status
	Char
	**NOT DONE
	CRF or Derived
	Result Qualifier
	Used to indicate exam not done. Should be null if a result exists in PGVALUE. 
	Perm
	SDTMIG 4.1.5.1

	PGREASND
	Reason Test Not Done 
	Char
	 
	CRF or Derived
	Record Qualifier
	Describes why a measurement or test was not performed such as BROKEN EQUIPMENT, SUBJECT REFUSED, or SPECIMEN LOST. Used in conjunction with PGSTAT when value is NOT DONE.
	Perm
	

	PGXFN

	Raw data file or LSID

	Char
	 
	Sponsor Defined or Derived
	Record Qualifier

	Microarray or sequencing, proteomic data.

	Perm
	

	PGXREFDB
	External Reference Database List
	Char
	
	CRF or Derived
	Record Qualifier
	Identifies which database(s) an interpretation was run against or it can reference the study design.

Examples: HUGO DB, SNP Consortium, GenBank
	
	

	PGNAM
	Vendor Name
	Char
	 
	CRF or Derived
	Record Qualifier
	Name or identifier of the laboratory or biotech who provides the test results.
	Perm
	

	PGSPEC
	Specimen Type
	Char
	*
	CRF
	Record Qualifier
	Defines the type of specimen used for a measurement. Examples: TISSUE, SERUM, PLASMA

	Perm
	 

	PGSPCCND
	Specimen Condition 
	Char
	
	CRF 
	Record Qualifier
	Free or standardized text describing the condition of the specimen e.g. HEMOLYZED, ICTERIC, LIPEMIC etc.
	Perm
	 

	VISIT
	Visit Name
	Char
	
	CRF or Derived
	Timing
	1. Protocol-defined description of clinical encounter

2.May be used in addition to VISITNUM and/or VISITDY
	Perm
	SDTMIG 7.8;

SDTMIG 4.1.4.5

	VISITNUM
	Visit Number
	Num
	 
	CRF or Derived
	Timing
	1. Clinical encounter number.  
2. Numeric version of VISIT, used for sorting.
	Req
	SDTMIG 7.8; SDTMIG 4.1.4.5

	VISITDY
	Planned Study Day of Visit
	Num
	
	CRF or Derived
	Timing
	
	Perm
	SDTMIG 7.8;

SDTMIG 4.1.4.5

	PGDTC
	Date/Time of Specimen Collection
	Char
	ISO 8601 
	CRF or Derived
	Timing
	
	 Exp
	SDTMIG 4.1.4.1

	PGDY
	Study Day of Specimen Collection
	Num
	 
	Derived
	Timing
	1. Study day of specimen collection, measured as integer days.  
2. Algorithm for calculations must be relative to the sponsor-defined RFSTDTC variable in Demographics. This formula should be consistent across the submission.
	Perm
	SDTMIG 4.1.4.4

	PGTPT
	Planned Time Point Name
	Char
	 
	CRF or Derived
	Timing
	1. Text Description of time when specimen should be taken.  
2. This may be represented as an elapsed time relative to a fixed reference point, such as time of last dose. See PGTPTNUM and PGTPTREF.  Examples: Start, 5 min post.
	Perm
	 

	PGTPTNUM 
	Planned Time Point Number
	Num
	 
	CRF or Derived
	Timing
	Numerical version of PGTPT to aid in sorting.  
	Perm
	 

	PGELTM
	Elapsed Time from Reference Point
	Char
	ISO 8601
	Derived
	Timing
	Elapsed time (in ISO 8601) relative to a planned fixed reference (PGTPTREF).. This variable is useful where there are repetitive measures. Not a clock time or a date time variable.  Examples: '-P15M' to represent the period of 15 minutes prior to the reference point indicated by PGTPTREF, or 'P8H' to represent the period of 8 hours after the reference point indicated by PGTPTREF.
	Perm
	 SDTMIG 4.1.4.3

	PGTPTREF
	Time Point Reference  
	Char
	 
	Sponsor Defined
	Timing
	Name of the fixed reference point referred to by PGELTM, PGTPTNUM, and PGTPT. Examples: PREVIOUS DOSE, PREVIOUS MEAL.
	Perm
	 


* indicates variable may be subject to sponsor-controlled terminology; ** indicates variable may be subject to external controlled terminology.

1.1.1.0 Assumptions for Pharmacogenomics Test Results (PG) domain model

1. This model is for human genomics only.  

2. PGXREFDB - A genomic test must point to 3-4 genomic reference databases (i.e. HUGO, SNP Consortium, Gene Bank) on the average. Should this list really be specified in our study design?  Do we need to keep a list here to represent actual use?

