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LISaS LAB Term - Members
 • Akira Soma (Tanabe Mitsubishi) • Hajime Shimizu (Takeda) • Hiroko Uemachi (Dainippon Sumitomo) • Kaori Nagai (Nagoya Medical Center) • Miho Hashio* (GSK) • Taku Shimizu (AC Medical) • Toshiki Saito (Nagoya Medical Center) • Rie Sakai (Takumi IT) • Yasutaka Moriguchi (Santen)
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OVERVIEW
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Lab Data Flow & CDISC Standards
 SDTM LB Domain
 CDISC LAB
 Hospital/Lab
 Sponsor/CRO Regulatory Agency
 ODM
 4
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Things to be Considered …around Lab Data & CDISC Standards
 • Pitfall
 • Understanding 1. CDISC Laboratory Test Terminology
 2. Standard Unit
 3. Transform Incoming Lab Data into SDTM LB Domain • CDISC LAB model
 • MEDIS DC
 5
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Pitfall !!
 • In any clinical trial submission, laboratory test results are always necessary. However, there are many challenges that can face programming teams working through lab data. Lab test names can differ depending on what lab handles the testing. Units can vary from lab to lab, causing the need for standardization among units and conversions
 Using CDISC Lab Terminology and Determining Standard Units, PharmaSUG, 2009, DM 06
 6
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1. CDISC LABORATORY TERMINOLOGY
 7
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Where Can I Find It…?
 • CDISC Terminology http://www.cancer.gov/cancertopics/cancerlibrary/terminologyresources/cdisc
 • LBTESTCD/LBTEST Codelist
 Code Codelist Code
 Codelist Extensible (Yes/No)
 Codelist Name
 CDISC Submission Value
 CDISC Synonym(s) CDISC Definition NCI Preferred Term
 C65047 Yes Laboratory Test Code
 LBTESTCD Laboratory Test Code Terminology used for Laboratory Tests of the CDISC Standard Data Tabulation Model.
 CDISC SDTM Laboratory Test Terminology by Code
 C67154 Yes Laboratory Test Name
 LBTEST Laboratory Test Name
 Terminology used for Laboratory Tests of the CDISC Standard Data Tabulation Model.
 CDISC SDTM Laboratory Test Terminology by Name
 8
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Rules for Test Codes for Laboratory Test Names (1):
 1. test names must be limited to 8 characters, and cannot start with a number, nor can they contain characters other than letters, numbers, or underscores. This is a SAS V5 Transport file limitation, and since use of SAS V5 is specified in the current guidance this limitation will be in effect until the use of other formats (such as XML) becomes acceptable to regulatory authorities.
 2. variable descriptive names (labels), up to 40 characters, should be provided as data variable labels. This is a correction to the 32 characters noted as a limitation in the FDA guidance document, Providing Regulatory Submissions in Electronic Format – NDAs (January 1999).
 3. use the entire test name for the variable if the text name is 8 characters or less. 4. test names do not contain the matrix of the specimen. This information is
 populated in the specimen type field (LBSPEC). 5. lab tests where results can be expressed as qualitative, semi-quantitative or
 quantitative should all have the same variable name. 6. if there are multiple tests with the same base, (eg, Bilirubin, Direct Bilirubin,
 Indirect Bilirubin) the base text goes first and the qualifiers are suffixes; BILI, BILDIR, BILIND.
 CDISC Controlled Terminology Package 12 - Laboratory_Test_Names_Controlled_terminology_Package_12_FINAL_for_Public_Review.xlsx
 Note: Draft for Public Review
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Rules for Test Codes for Laboratory Test Names (2):
 7. for all differential test names the absolute count is a short defined term (eg, EOS, BASO) and the ratio/percentage has the same short pneumonic with a second short pneumonic for the denominator eg, LE for leukocytes (EOSLE, Eosinophils/Leukocytes), LY for lymphocytes (LYMMCELY, Lymphoma Cells/Lymphocytes), RBC for erythrocytes (RETIRBC, Reticulocytes/Erythrocytes). LY will be used when there is a denominator. When lymphocyte(s) is part of the core test name use LYM.
 8. rule 7 above states that LY will be used when there is a denominator. When lymphocyte(s) is part of the core test name use LYM.
 9. use HPO for hypo and HPR for hyper as prefix. 10. use ‘biological specimen’ instead of ‘biological sample’ in the definition 11. use BLST as a prefix for blasts so that all blasts sort together 12. use CY as a prefix for crystals 13. use CS as a prefix for casts 14. use AB as a suffix for antibody 15. use AG as a suffix for antigen
 CDISC Controlled Terminology Package 12 - Laboratory_Test_Names_Controlled_terminology_Package_12_FINAL_for_Public_Review.xlsx
 Note: Draft for Public Review
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Rules for Test Codes for Laboratory Test Names (3):
 16. use AC as an abbreviation for acid 17. use CE as an abbreviation for cells 18. use EPI as an abbreviation for epithelial 19. will save CR for ‘corrected’. This would apply to test results that are corrected 20. use FR an abbreviation for Free 21. use FG an abbreviation for Fragment 22. use LG an abbreviation for Large 23. use CREAT or CRT for creatinine 24. for multiple related tests place the core concept first so all will sort together 25. for alpha use A or AL 26. for any item that has components and is also expressed as a total, the components will have
 LBTESTCD defined as the item with a suffix and the total value will be the item code with no "total" in LBTESTCD - total will be in the definition
 27. use VLD or VL as a suffix for viral load as needed to fit the 8 character rule. 28. use AT for active and use IT for inactive 29. HEX will be the shortened text for the notion of six 30. calculations that require two or more separate collections or time points will not be assigned
 controlled lab test codes
 CDISC Controlled Terminology Package 12 - Laboratory_Test_Names_Controlled_terminology_Package_12_FINAL_for_Public_Review.xlsx
 Note: Draft for Public Review
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Example – LBTESTCD (1) CDISC Submission Value
 CDISC Synonym(s) CDISC Definition NCI Preferred Term
 RBC Erythrocytes; Red Blood Cells
 A measurement of the total erythrocytes in a biological specimen.
 Erythrocyte Count
 WBC Leukocytes; White Blood Cells
 A measurement of the leukocytes in a biological specimen. Leukocyte Count
 LYM Lymphocytes A measurement of the lymphocytes in a biological specimen. Lymphocyte Count
 NEUT Neutrophils A measurement of the neutrophils in a biological specimen. Absolute Neutrophil Count
 BASO Basophils A measurement of the basophils in a biological specimen. Total Basophil Count
 Up to 8 characters Not contain specimen Not start with a number
 Not contain characters other than letters, numbers, or
 underscores 12
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Example – LBTESTCD (2)
 CDISC Submission Value
 CDISC Synonym(s) CDISC Definition NCI Preferred Term
 BILI Bilirubin; Total Bilirubin A measurement of the total bilirubin in a biological specimen.
 Total Bilirubin Measurement
 BILDIR Direct Bilirubin A measurement of the conjugated or water-soluble bilirubin in a biological specimen.
 Direct Bilirubin Measurement
 BILIND Indirect Bilirubin A measurement of the unconjugated or non-water-soluble bilirubin in a biological specimen.
 Indirect Bilirubin Measurement
 Multiple tests in the same base - Stand for different tests
 13
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Example – LBTESTCD (3) CDISC Submission Value
 CDISC Synonym(s) CDISC Definition NCI Preferred
 Term
 BASO Basophils A measurement of the basophils in a biological specimen.
 Total Basophil Count
 BASOLE Basophils/Leukocytes
 A relative measurement (ratio or percentage) of the basophils to leukocytes in a biological specimen.
 Basophil To Leukocyte Ratio
 EOS Eosinophils A measurement of the eosinophils in a biological specimen.
 Eosinophil Count
 EOSLE Eosinophils/Leukocytes
 A relative measurement (ratio or percentage) of the eosinophils to leukocytes in a biological specimen.
 Eosinophil To Leukocyte Ratio
 CD4LY CD4/Lymphocytes A relative measurement (ratio or percentage) of CD4 T cells to all lymphocytes in a biological specimen.
 CD4 T Cell to Lymphocyte Ratio Measurement
 Stands for ratio or percentage of what (denominator)
 14
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2. STANDARD UNIT IN SDTM LB
 15
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Another Issue – Standard Units in LB • In addition to mapping lab tests to their appropriate
 CDISC compliant names, another issue with the LB domain can be determining the appropriate LBSTRESU values to use. The LB domain is unique in that it is required that the original units reported by the labs must be converted to a standardized lab units, including both the original result and the upper and lower limits of normal. This can sometimes be difficult as lab values may come in many different names and units, making the standard units that much more difficult to determine. There are many misconceptions about these units, some of which should be cleared up shortly.
 Using CDISC Lab Terminology and Determining Standard Units, PharmaSUG, 2009, DM 06 http://www.lexjansen.com/pharmasug/2009/dm/dm06.pdf
 16
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Options
 1. Use SI units (International System of Units) or Conventional Unit
 2. Use Sponsor/Study Unit
 17

Page 18
						

3. TRANSFORM INCOMING LAB DATA INTO SDTM LB DOMAIN
 18
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Ideally…
 SDTM LB Domain
 CDISC LAB
 Hospital/Lab
 Sponsor Regulatory Agency 19
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However…
 • Converting incoming lab data into a submission–ready format is often challenging and stressful to the programmer.
 • Vendors, sponsors, and collection instruments all have their own structures and nomenclature for lab data.
 Convert incoming lab data to SDTM Lab, PharmSUG, 2012, DS01
 http://www.lexjansen.com/pharmasug/2012/DS/PharmaSUG-2012-DS01.pdf
 20
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CDISC LAB Transform Incoming Lab Data into SDTM LB Domain
 21
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CDISC LAB MODEL PRODUCTION
 VERSION 1.0.1 3.3.2 Code Lists
 22
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SDTM – LBLOINC
 • SDTM LB domain has the variable “LBLOINC”
 Mapping is required!! LOIN code to the CDISC Terminology
 23
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LOINC – What Is It? • The LOINC® (Logical Observation Identifier Names and Codes) database
 provides a set of universal names and ID codes for identifying laboratory and clinical tests. The purpose is to facilitate the exchange and pooling of laboratory test and observation results.
 • Each LOINC code corresponds to a single test definition. The LOINC test code definition includes fields for specifying:
 1. Component (analyte) — e.g., potassium, hemoglobin, hepatitis C antigen. 2. Property measured — e.g., a mass concentration, enzyme activity (catalytic
 rate). 3. Timing - i.e., whether the measurement is an observation at a moment of
 time, or an observation integrated over an extended duration of time — e.g., 24-hour urine.
 4. The type of sample — e.g., urine; blood. 5. The type of scale — e.g., whether the measurement is quantitative (a true
 measurement) ordinal (a ranked set of options), nominal (e.g., E. coli; Staphylococcus aureus), or narrative (e.g., dictation results from x-rays).
 6. Where relevant, the method used to produce the result or other observation.
 -CDISC LAB Model Production version 1.0.1 http://www.cdisc.org/stuff/contentmgr/files/0/0024dedd3bc7e43bf6c92af66d126f7c/misc/lab1_0_1_sp
 ecification.pdf 24
 http://www.cdisc.org/stuff/contentmgr/files/0/0024dedd3bc7e43bf6c92af66d126f7c/misc/lab1_0_1_specification.pdf�
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Lab Term in CDISC LAB Model BaseDataFields
 Base Test Levelc
 Performing Laboratory ID
 Yes PLBNUM (none) 20 Text The ID of the laboratory that performed the test.
 (none)
 Performing Laboratory
 Name
 No PLBNAM (none) 40 Text The name of the laboratory that performed the test.
 (none)
 Lab Test ID Yes LBTESTCD (none) 20 Text The ID of the test performed as defined by the data provider.
 (none)
 Lab Test Name No LBTEST (none) 100 Text The name of the test performed as defined by the data provider.
 (none)
 Test ID Cond. TSTCD (none) 20 Text The ID of the test performed as defined by the data recipient.
 (none)
 Test Name ID No TSTNAM (none) 100 Text The name of the test performed as defined by the data recipient.
 (none)
 LOINC Code No LBLOINC (none) 10 Code The LOINC code ID for the test performed.
 LOINC
 LOINC Code List ID
 No LOINCCD (none) 40 Text If utilized, the code list identifier and version number for the LOINC code.
 Lab1-0-2-BaseDataFields.xls 25
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LAB Term in CDISC LAB BaseDataSample
 Battery ID Battery Name
 Performing Laboratory ID Performing Laboratory Name
 Lab Test ID Lab Test Name LOINC Code LOINCCD
 CM792 URINALYSIS L1234 Central Lab ABC - Chicago NA CMT43 Blood (+) 5794-3 LOINC V3.7 CM792 URINALYSIS L1234 Central Lab ABC - Chicago NA CMT49 Urine Protein (3+) 2887-8 LOINC V3.7 CM792 URINALYSIS L1234 Central Lab ABC - Chicago NA CMT5 Urine Glucose 2349-9 LOINC V3.7
 GS86 URINE DRUG
 SCREEN L1234 Central Lab ABC - Chicago NA GST2 Amphetamine Screen 19261-7 LOINC V3.7
 GS86 URINE DRUG
 SCREEN L1234 Central Lab ABC - Chicago NA GST4 Cannabinoids Screen 18282-4 LOINC V3.7
 GS86 URINE DRUG
 SCREEN L1234 Central Lab ABC - Chicago NA GST5 Cocaine Screen 14314-9 LOINC V3.7 HM197 HEMATOLOGY L1234 Central Lab ABC - Chicago NA HMT13 Platelets 26515-7 LOINC V3.7 HM197 HEMATOLOGY L1234 Central Lab ABC - Chicago NA HMT2 Hematocrit 20570-8 LOINC V3.7 HM197 HEMATOLOGY L1234 Central Lab ABC - Chicago NA HMT3 RBC 26453-1 LOINC V3.7 HM197 HEMATOLOGY L1234 Central Lab ABC - Chicago NA HMT40 Hemoglobin 718-7 LOINC V3.7 HM197 HEMATOLOGY L1234 Central Lab ABC - Chicago NA HMT7 WBC 26464-8 LOINC V3.7 HM197 HEMATOLOGY L1234 Central Lab ABC - Chicago NA HMT9 Lymphocytes 26474-7 LOINC V3.7 RC3266 CHEMISTRY L1234 Central Lab ABC - Chicago NA RCT1 Total Bilirubin 14631-6 LOINC V3.7
 RC3396 Fasting Plasma
 Glucose L1234 Central Lab ABC - Chicago NA RCT1173 Plasma Glucose, Fasting 14771-0 LOINC V3.7
 CDISC LAB http://www.cdisc.org/lab Lab1-0-1-BaseSampleData.dat
 Mapping is required!! LOINC code to the provider’s Lab codes
 26
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MEDIS DC Transform Incoming Lab Data into SDTM LB Domain
 27
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MEDIS 標準マスター • 厚生労働省は保健医療情報システム検討会を設け、平成13年12月に「保健医療情報分野におけ
 る情報化に向けてのグランドデザイン」を公表し、今後5年間の医療分野における情報化の方針を示しました。
 • その中で「診療情報の標準化」は最も重要な課題の一つとして掲げられており、アクションプランの中でその作成の年次目標を示しています。
 • 一般財団法人医療情報システム開発センター(以下、MEDIS-DC)では厚生労働省から委託を受けて平成16年度までに診療情報の「用語・コード」の標準化として、次の9分野、１０の標準マスターを作成しました。
 – 病名マスター（ICD10対応標準病名マスター）
 – 手術・処置マスター
 – 臨床検査マスター（生理機能検査を含む）
 – 医薬品HOTコードマスター
 – 医療機器マスター
 – 看護実践用語標準マスター＜看護行為編＞＜手術観察編＞
 – 症状所見マスター＜身体所見編＞
 – 歯科分野マスター＜病名＞＜手術処置＞
 – 画像検査
 http://www.medis.or.jp/4_hyojyun/medis-master/overview/index.html
 日本では電子カルテなどで使用されつつあります
 28
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臨床検査マスター （生理機能検査を含む）: Example
 Mapping is required!! MEDIS code to the CDISC Lab codes!!
 LBTEST/LBTESTCD LBSPEC LBMETHOD
 29
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SURVEY
 30
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アンケート内容 問1 組織・会社について
 問2 解析もしくはデータモニタリング等での目的で、現在、臨床検査値の単位としてSI Unit(International System of Units)を使用していますか？
 問3 臨床検査値の"業務上の標準単位"として、SI Unitを使用する予定・見込みがありますか？
 問4 臨床検査項目のコード体系（分類コード）の現在の使用状況について教えてください。
 問5 その他、臨床検査項目/SI Unit/LOINCなどについて、言いたいこと/日頃の疑問等ございましたら、ご記入ください。
 • 調査期間：10/17 - 10/25 • 有効回答数：20 (67%)
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問1: 組織・会社について
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問2:解析もしくはデータモニタリング等で
 の目的で、現在、臨床検査値の単位としてSI Unitを使用していますか？
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問2: SI Unitを使用していますか？ （CRO・製薬会社別）
 製薬会社 CRO
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問3:臨床検査値の"業務上の標準単位"として、SI Unitを使用する予定・見込みがあ
 りますか？
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問3: "業務上の標準単位"としてSI Unitを使用する予定・見込み（CRO・製薬会社別）
 製薬会社 CRO
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問4: 臨床検査項目のコード体系（分類コード）の現在の使用状況（複数回答可）
 ※以下は該当なし ④SNOMED CT ⑤NPU ⑦MEDIS
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問4:現在の臨床検査項目のコード体系（複数回答可）（CRO・製薬会社別）
 製薬会社 CRO
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問5:臨床検査項目/SI Unit/LOINCなどについてのコメント
 施設や臨床検査会社により、臨床検査項目の表記や単位が異なるので、標準化は必要だと考える。
 関係が薄い部署にいますのでコード体系自体があまり理解できていません。
 CROという業態から、取引先に依存して様々なコード、単位を扱うことになります。勉強にはなりますが…みんな合わせてくれればいいのに…というのも正直なところです。
 弊社は標準化など全くされておらず、またここら辺の知識もないため勉強になりました。
 外資の企業・団体がCDISC Terminologyの臨床検査項目コードを使用もしくは参考にしている割合はどのくらいかが気になるところです。
 Tumor MarkerにはCDISC Terminologyで足りない項目が多いと思う。
 CDISC terminologyにない検査項目に対して各社どのように対応しているか気になります。
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References • CDISC Lab CT term public review:
 http://www.cdisc.org/stuff/contentmgr/files/0/244c42a42533c7cde8f919a82f43d5ce/misc/cdisc_controlled_terminology_call_for_public_review.zip
 • Codelist used in CDISC LAB: http://www.cdisc.org/stuff/contentmgr/files/0/0024dedd3bc7e43bf6c92af66d126f7c/misc/cdisccommonloinctests20050214.doc
 • MEDIS: http://www.medis.or.jp/4_hyojyun/medis-master/
 • PharmaSUG Documents
 – Using CDISC Lab Terminology and Determining Standard Units, PharmaSUG, 2009, DM 06: http://www.lexjansen.com/pharmasug/2009/dm/dm06.pdf
 – Convert incoming lab data to SDTM Lab: http://www.lexjansen.com/pharmasug/2012/DS/PharmaSUG-2012-DS01.pdf
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BACK-UP
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SDTM LB Variables Relevant to “Laboratory Test (Code)”
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SDTM LB Variables Relevant to “in Standard Unit”
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