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研究数据递交指导原则草案 

• 背景介绍（美国FDA、日本PMDA） 

• 和美国、日本的递交指导原则的区别 

• 技术路线、可行性分析 

• 待翻译列表 
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研究数据递交的内容 

研究列表数据（SDTM/SEND） 

• XPT数据集（或DATASET-XML格式） 

•标准化方案（Standardization Plan） 

•标注CRF（又称aCRF） 

•研究数据审阅指南/说明（SDRG） 

•元数据定义表（Define.xml） 

分析数据（ADaM） 

• XPT数据集（或DATASET-XML格式） 

•分析数据审阅指南/说明（ADRG） 

•分析程序（Analysis Programs） 

•元数据定义表（Define.xml） 
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美国和日本已发布指导原则和通知 

美国FDA – 指导原则Guidance 

• 2014-12-17发布3份文档 

• 24个月后强制，即2016-
12-17之后 

 

• Section 745A(a) of the 
Federal Food, Drug, and 
Cosmetic Act  

• 联邦食品药品和化妆品
FD&C法案第745A(a)条 

日本PMDA – 通知Notification 

• 2015-04-27发布通知，3份
文档 

• 2016-10-01生效 

• 2020-03-31之后强制 
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和美国、日本的递交指导原则的区别 

内容 美国FDA 日本PMDA 中国CFDA 备注 

电子格式（标准化研究
数据）递交指导原则 

X 
 

X X 将对标准化研
究数据的要求
整合；额外添
加中医药研究
的要求 

电子格式递交指导原则-
标准化研究数据 

X 

电子格式标准化研究数
据递交指导原则Q&A 

X X 额外添加中医
药研究的要求 

研究数据技术遵从性指
南 

X X X 额外添加中医
药研究的要求 
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研究数据递交指导原则草案 

• 1. 电子格式标准化研究数据递交指导原则 

• 2. 电子格式标准化研究数据递交指导原则
Q&A 

• 3. 研究数据技术遵从性指南 
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FDA 研究数据技术遵从性指南 

• 汪晨洁 Chenjie Wang, GSK 
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3. 研究数据技术遵从性指南 
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1. 电子格式标准化研究数据递交指导原则 
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2. 电子格式标准化研究数据递交指导原则Q&A 
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技术路线、可行性分析 

• 实施时间表的要求（正式版发布3年后正式
要求） 

• C3C官网：持续发布中文CDISC标准、验证
规则、审阅指南（SDRG、ADRG）等更新。 

• CDE设专门信息渠道发布更新 

• CDE设专门网站设置对数据标准的要求 

• 绿色通道：以CDISC标准递交的申办方，走
绿色通道，优先审评。 
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技术路线：1+2+3 

1年CDISC中文版 

• 2015 ~ 2016-12指
导组通过中文标准
CDISC 

2年草案征求意见 

• 2016-12草案发布
征求意见稿 

•2年完善 

•Pilots 

• 2-3个/多个典型
研究 

•肿瘤 

•糖尿病 

•中药 

•多个国内药厂参
与 

•广培训 

• CDE人员培训 

•行业内人员培训 

•软件准备 

3年缓冲期后强制 

• 2018-12指导原则
发布 

•3年后，2021-12之
后强制要求 

•定期发布更新，半
年/1年更新周期 

•发布渠道 

•绿色通道 
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可行性分析 

• CDISC中文版现状 

• 2年草案征求意见 

• 3年缓冲期 
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• 数据标准目录Data Standards catalogs 

• 验证规则Validation rules 

• 审阅指南Reviewer Guide 

– http://www.phusewiki.org/wiki/index.php?title=S
tudy_Data_Reviewer%27s_Guide 

– http://www.phusewiki.org/wiki/index.php?title=A
nalysis_Data_Reviewer%27s_Guide 

 

待翻译列表 
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研究数据技术遵从性指南 
行业内电子格式递交申报指导原则–  

研究数据标准化 

 

美国 药品食品监督管理局, 药品评价研究中
心/生物制品评估和研究中心,  

2015年6月, 2.2版 



指南摘要 

• 第一章: 简介 

• 第二章: 标准化研究数据的准备及提供 

• 第三章: 数据交换格式– 电子申报 

• 第四章: 研究数据申报格式: 临床数据与非临床数据 

• 第五章: 治疗领域标准 

• 第六章: 受控术语 

• 第七章: 电子申报格式 

• 第八章: 数据有效性和可追溯性 

 

 
http://www.fda.gov/forindustry/datastandards/studydatastandards
/default.htm 
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第一章: 简介 

• 适用于研究新药（INDs）, 新药申请（NDAs）, 简略新药申
报（ANDAs）以及生物制品许可申请（BLAs）中，动物及
人类研究数据的申报 

• 早在IND预备会议阶段，申办者就应当讨论：关键数据， 
数据集中的数据要素，以及数据组内结构组成等问题。 

• 所有用来评估项目安全性和有效性的数据应当与FDA支持
推广的数据标准相一致 



第二章: 标准化的研究数据的准备和提供 

• 研究数据标准化设计 ( 被包含在INDs的总体研究方案中) 
– 计划的试验方案清单 

– 试验类型(例如, I, II or III期) 

– 试验设计(平行,交叉，开放性延长期研究) 

– 计划执行的数据标准, 格式, 控制术语以及他们的版本，或者对于那些无
法遵照现行标准的试验项目提出的解释 

• 研究数据审阅指南 (eCTD 模块4,5) 
– 试验方案名称，编号，版本 

– 试验设计 

– 标准，格式，受控术语及版本 

– 对研究数据集的说明 

– 数据标准验证规则，版本，存在的问题。 

– 申办方关于数据标准的执行中所做过的决定 

• 分析数据审阅指南 (eCTD 模块5) 
– 是审阅分析数据集的起点。 

    （是对define.xml的补充，以及对ADaM发现的问题的总结，等等) 



第三章: 数据交换格式– 电子递交 

• 可扩展标记语言(XML) 
– 有助于结构化的数据在不同的信息系统之间实现共享。 

      例如，define.xml（元数据定义） 

• PDF格式 
– 标注CRF 

• 文件传输格式 
– SAS 数据传输格式(XPORT) ，可用于所有的电子数据集。例如，AE.xpt 

– 数据集大小的要求：>1GB的数据集应该分成数个小数据集以方便传输。 

– 对数据集的栏位长度，变量及数据集描述的长度，变量和数据集名称及
标签均有要求。 

 

 



第四章: 研究数据的递交格式–  
临床和非临床研究 

• 研究数据表格模型(SDTM): 通过SDTM执行指南为临床试验
表格化数据集规定了标准格式（SDTMIG）。 

• 分析数据模型(ADaM):  ADaM执行指南规定了药物临床试
验分析数据集的规范, 用以产生和支持用于临床试验报告
的结果，安全性总结报告 (ISS)和有效性总结报告 (ISE).  

• 非临床试验数据的交换标准(SEND) 为非临床试验（例如动

物毒性试验）在药政递交中的表格模型提供数据结构，格
式等规定（SENDIG）。 

• 标注CRF：必须被提交。 



第五章：治疗领域的标准 

• 以下罗列的这些治疗领域的SDTM域还未完成测试和接受，
在目前还不能使用。 

 



第六章: 术语 
• 不良事件，合并用药，非药物诊疗，适应证，研究药物和病史应当使用常规字典编码。 

        避免使用申办方自定义的字典。 

• CDISC控制术语：除非受控术语不充分， 否则申办方应当使用CDISC受控术语。 

• 不良事件： 

– 不良事件的拼写及大小写需符合MedDRA要求 

• 药物： 

– 活性成分需使用FDA 唯一成分标识码（UNII）进行识别：SDTM Trial Summary 
Domain中每种活性成分需有一个对应的UNII 

– WHO Drug字典 

• 药理学分类： 

– 国家药物文档-参考术语（NDF-RT）：临床或非临床研究中的所有活性研究成分需
用NDF-RT确定药理学分类；该项信息在SDTM Trial Summary domain提供。 

• 适应证： 

– 医学系统命名法 － 临床术语（ SNOMED CT）：研究药物期望治疗的医学状况需用
SNOMED CT编码；该项信息在SDTM Trial Summary domain提供。 

• 实验室数据： 

– 逻辑观察标识符名称和代码：LOINC代码是用于实验室和其他临床观察的通用标识。 

– LOINC数据库的实验室部分包含化学，血液学，血清学，微生物学（包括寄生虫学
和病毒学），毒理学，和更多的类别。 

– SDTM已经支持使用LBLOINC变量来进行LOINC code的交换。 



第七章：电子化数据提交格式 

数据集的文件夹结构： 
 
当使用eCTD格式提交数据

时，试验数据集和支持性文
件需按特定的文件夹结构进
行整理。 



第八章：数据验证和可追溯性 – 数据验证 

• 数据验证：确保所提交的数据是符合要求并且有效的 

• 数据验证规则 
– 一致性验证：数据必须遵照数据标准，比如SDTM  

– 质量检验：比如年龄范围的检测 

• 数据验证规则的相关支持 
– 你能在数据标准的网页上找到验证规则: 

http://www.fda.gov/forindustry/datastandards/studydatastandards/d
efault.htm 

– 申办者必须在提交前使用公开的验证规则检验他们的试验数据并
且对检验出的错误进行修正，或者在审阅指南（SDRG或ADRG）上
阐明不能改正的理由。 

http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm
http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm
http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm


第八章：数据验证和可追溯性 – 可追溯性 

• 申办方的试验结果可追溯到病例报告(CRF)数据 

• 要将原始的试验数据转化为标准数据，可追溯性的建立常
常是问题最多的 

• FDA建议: 
– 准备并且提交既有数据转换计划和报告 

– 提供一份带有两种标注的病历报告：一份基于原始既有数据，一
份注释转换后的数据（SDTM） 

– 纪录有意义的数据问题，同时在SDRG（Study Data Reviewers Guide
试验数据审阅指南）内说明 

– 提交既有数据（带注释的病例报告，数据列表和分析数据） 

 

 



附录：数据标准和互通性的数据交换 

• 互通性：在不同的信息技术系统，软件和网络条件下，实
现精确，有效，安全和一致的数据交流与交换…… 

– 技术互通：最低水平的互通，是指能够在两种不同的系统或者机
构间简单地交换数据，比如SAS传输文件 

– 语义互通：理解系统分享的信息，那么接受的系统可以处理非数
值型的数据，比如使用控制术语和定义元数据的一致性都是支持
语义互通的方法 

– 流程互通：一个新兴的概念，已经被定义为一个系统在实际工作
中能成功应用的必要条件。简而言之，它涉及到系统是否有能力
进行有意义的数据交换，能为接受的系统在业务流程中，在正确
的时间自动提供正确的数据。比如，根据一个严重并且意外的不
良反应的发生，产生一个加速的不良反应报告。 
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电子格式标准化研究数据递交指导原则



1. 背景介绍

美国FDA，日本PMDA已经做了要求，递交电子格式标准化（CDISC格式）研究数据。

按照CDISC格式递交研究数据是世界上临床试验数据递交的趋势。优点是在临床试验的各个阶段提高效率，审阅时也方便审阅者快速了解试验数据。



2. 递交电子格式标准化研究数据的要求

2.1 哪些申报类型需要遵从电子格式标准化研究数据的要求？

以下类型的申报，需要遵从电子格式标准化研究数据的要求。

IND, 新药临床试验(IND)

NDA, 新药上市许可申请(NDA)

ANDA, 仿制药申请和补充申请(ANDA)

BLA, 生物制品许可申请(BLA)





包括所有后续申报，修订，补充和上述任何一种报告；

无论临床或非临床研究，申办方和申请者必须递交电子格式的研究数据



化学药品注册分类3、4、5和6的生产注册申请的药学部分申报资料，可参照印发的CTD格式整理提交，同时提交电子版。申请临床试验阶段的药学资料，暂不按CTD格式提交资料。



2.2 哪些类型的递交可以不遵从电子格式标准化研究数据的要求？



非商业用途产品的新药临床试验

虽豁免了，但仍接受其递交的电子格式标准化的研究数据

化学药品注册分类1和2的临床试验申请和生产注册申请的药学资料，暂不按CTD格式提交资料。



2.3 在按照电子格式标准化研究数据的要求递交时，哪些要求是必须的？





CFDA制定《数据标准目录》，目的是便于处理，审核和存档；

目录中列举出可接受和要求的数据标准及使用；包括CFDA的时间表安排和其它相关的信息；

CFDA要求在所有临床试验的环节，必须遵照要求标准化操作，否则，将有可能拒绝未按照目录要求的研究的递交；

CFDA在数据标准目录中涉及的标准如下：

文档---交换格式标准，如PDF , SAS xpt 格式，XML，txt文本格式

数据---研究数据标准，如CDISC SDTM中文版 和 ADaM中文版

词汇---受控术语标准，如CDISC CT中文版和MedDRA中文版，WHODRUG中文版，<中医药词库>，等



需要在CDE官网设置专门入口，列出《数据标准目录》的要求：

www.cde.org.cn

在C3C官网列出CDISC中文版的各个标准下载区。

www.cdiscchina.org



对中药是否有额外要求



2.4 CFDA会发布豁免的要求么？

申办方必须提前提出免除意向，申请备案；

CFDA将通知申办方申请进度情况，自受理日起30工作日内给予回复





2.5 电子格式标准化研究数据的要求何时开始正式要求？



3年缓冲期？先出征求意见稿，意见稿出来后，建议各药厂以标准化格式递交。再出正式稿，正式稿出来后3年内缓冲期。



推荐最新版的各种CDISC的中文标准，并允许多个版本标准并存；

制定初始化时间表；

[bookmark: _GoBack]自本指导原则发布之日起，3年后所有临床试验必须遵照CFDA所要求标准提交，5年后某些新药临床试验必须递交规范的电子标准化申报。



需要在CDE官网等设置专门信息发布渠道，定期发布更新：

www.cde.org.cn

每次更新时列明生效日期等关键信息。



3. 寻求支持

3.1 向CFDA申请会面讨论

在新药临床试验前期或II期试验结束时，申办方和申请者应组织与CFDA的沟通会，讨论研究数据标准化计划，探讨相关的数据标准化问题；

申办方和申请者应及时与CFDA技术团队沟通有关数据标准的技术问题



CFDA和申办方的沟通会的类型需要预先设定好，每个类型的沟通会主要沟通内容列明。



3.2 实施支持



参照《研究数据技术遵从性指南》文档的要求

在《数据标准目录》中，对于如何申报标准化临床试验和非临床试验研究数据标准，仅仅提供了宽泛的规定，推荐和通常的考量；

在《研究数据技术遵从性指南》中，对具体的实施做了细化；

申办方和申请者做好及时沟通，希望得到其他的反馈和意见。






电子格式标准化研究数据递交指导原则疑问解答



主要内容是对《电子格式标准化研究数据递交指导原则》实施的疑问和解答的汇总。

1. [bookmark: _GoBack]问：出台电子递交指导原则的24个月之后，哪些递交必须以电子格式？

答： IND, NDA, ANDA, BLA

也适用于以上递交，及其随后的修订、补充、报告等。

即使前期是非电子的递交，随后的修订、补充、报告在电子递交要求执行期间。

除非是例外或豁免。

2. 问：不适用的递交类型？

答：严重或立即有生命危险的疾病或类似情况下的诊断、监视或治疗的调查性产品

3. 问：哪些递交可以例外，不用电子递交？

答： 非商业用途产品的新药临床试验（IND）

虽豁免了，但仍接受其递交的电子格式标准化的研究数据。

4. 问：FDA会发布豁免标准么？

答：会在单独的指导原则文档中列明。

5. 问：CFDA如何实施电子递交要求？

答：单独的指导原则文档，列明电子格式，主题，和范围。发布到CDE官网的药品指导原则网页和生物制品指导原则网页。

会在CDE官网上定期发布通知。包括草案、公众审阅版，正式版，修订版或其它更新，以及何时生效等。

6. 问：何时电子递交成为必须？

答：正式版指导原则文档发布后3-5年。每个发布的指导原则文档都会列明必须的格式和试行的时间表。

都会在CDE官网上发布通知。

7. 问：何时修订版或者现有格式的更新版生效？

答：修订版或现有格式的更新版需要3-5年

后续的修订版或更新版执行时间可能更短（如12个月或18个月），取决于是否有重大更新/修订。






研究数据技术遵从性指南





简介



本指南由《电子格式标准化研究数据递交指导原则》指定为技术参考文档。

本指南提供对CDE支持的《数据标准目录》中的数据标准的进一步说明、建议和综合考量。

适用于研究新药（IND）, 新药申请（NDA）, 简略新药申报（ANDA）以及生物制品许可申请（BLA）中动物及人类研究数据的申报

早至IND预备会议，申办者就应当讨论重要数据，在各个数据组中的数据成分以及数据组内的结构组成这些问题。

所有用来评估项目安全性和有效性的数据应当与CFDA推广的数据标准相一致

和其它文档的关系

[bookmark: _GoBack]本指南由《电子格式标准化研究数据递交指导原则》指定为技术参考文档。另外，申办方还需要参考一下文档：

《数据标准目录》

C3C官网上的各个CDISC标准中文版，www.cdiscchina.org



标准化研究数据的准备及提供



研究数据标准化计划 ( 被包含在IND的总体研究方案中)



可参照PhUSE出的模板：

http://www.phusewiki.org/wiki/index.php?title=Study_Data_Standardization_Plan_(SDSP)

包括以下内容：

计划的试验方案清单

试验类型(例如, I, II or III期)

试验设计(平行，交叉，开放性延长期)

数据标准, 格式, 受控术语

研究数据审阅指南 (SDRG, eCTD 模块4,5)

可参照PhUSE出的模板：

http://www.phusewiki.org/wiki/index.php?title=Study_Data_Reviewer%27s_Guide

包括以下内容：

试验方案名称，编号，版本号

试验设计

标准，格式，受控术语及版本

对研究数据集的说明

数据标准验证规则，版本，存在的问题。

申办方关于数据标准的执行中所做过的决定

分析数据集审阅指南 (ADRG, eCTD 模块5)

可参照PhUSE出的模板：

http://www.phusewiki.org/wiki/index.php?title=Analysis_Data_Reviewer%27s_Guide

包括以下内容：

分析数据集的说明

受控术语

数据标准验证规则，版本，存在的问题。







数据交换格式– 电子申报

可扩展标记语言(XML)

助于结构化的数据在不同的信息系统之间实现共享例如，define.xml定义文档，dataset-xml用于数据集的交换。

PDF格式

用于标注CRF，aCRF, annotated CRF.

文件传输格式

SAS 数据传输格式(XPORT) ，

可用于所有的电子数据集例如, AE.xpt

数据集大小的要求：>1GB的数据集应该分成数个小数据集以方便传输。

对数据集的栏位长度，

变量及数据集描述的长度；变量和数据集名称及标签均有要求。

特殊字符

变量名和数据集名称的要求

变量标签和数据集标签的要求



研究数据申报格式: 临床数据与非临床数据

C3C: CHINA CDISC COORDINATE COMMITTEE, 中国CDISC协调委员会

C3C将CDISC标准系统性地翻译到中文版并列于C3C官网（www.cdiscchina.org）。

研究数据列表模型(SDTM): 通过SDTM实施指南为临床试验列表数据集规定了标准格式。

分析数据模型(ADaM):  ADaM实施指南规定了临床试验分析数据集的规范, 用以产生和支持临床试验报告结果，整合安全性 (ISS)和有效性汇总 (ISE). 

非临床试验数据的交换标准(SEND) 为非临床试验（例如动物毒性试验）的列表模型。

标注CRF，aCRF

关于标注CRF，可参见SDTM-MSG（Metadata Submission Guide）指南文档。

SDTM

SDTM模型的定义，一般考量：

建议在建库时使用CDASH标准，方便后期生成SDTM数据集。

只在ADaM数据集中做缺失值的填充

受试者标识符SUBJID

唯一受试者标识符USUBJID

数据的校正（Adjudication Data）

SDTM各个域的简述，自定义域



ADaM

ADaM模型的定义，一般考量：

便于简单的分析程序进行分析

必须从SDTM产生ADaM

可追溯性，伴有元数据（define.xml）

关键的有效性和安全性变量

时间变量

核心变量，受试者水平数据集（ADSL），分析人群标帜，等

日期/时间， 数字型日期/时间

数据集标签，和SDTM需区分开来

软件程序，产生ADaM数据集的程序，以txt格式递交分析程序，便于审阅者理解。程序和数据集的对应关系，在ADRG中予以说明。

ADaM中各个数据集的说明，ADSL, 缺失值的填充，等



SEND

SEND模型的定义，一般考量：

SEND中各个域的说明，自定义域等



对SDTM, SEND,ADaM的综合考量



在SDTM和SEND中变量的核心类别：必须、预期、许可。所有CRF上收集的必须、预期、许可变量，还有用于计算衍生值得变量，都必须递交。

SDTM数据集不应包含填充的数据。

以下的预期、许可变量应尽量包含：

基线标帜

EPOCH时期变量

有--DTC、--STDTC或--ENDTC时，应有对应的研究日变量（--DY、--STDY或--ENDY）。

日期时间变量，遵从ISO 8601格式。

变量命名规则，应遵从SDTMIG或SENDIG。

SDTM和SEND版本，参照《数据标准目录》中支持的版本。

SDTM，SEND和ADaM的Define.xml元数据定义文档，应提供XML和PDF版本：XML版本应提供STYLESHEET方便在电脑上审阅，PDF版本方便打印出来审阅。

	可单独提供各个模型的Define.xml，也可提供一个合并了SDTM和ADaM的Define.xml。



标注CRF的要求，不递交的数据，标注为“不递交”。



治疗领域标准

预留

受控术语

不良事件，合并用药，非药物诊疗，适应证，研究药物和病史应当使用常规字典编码。避免使用申办方自定义的字典。

CDISC受控术语：除非受控术语不充分， 否则申办方应当使用CDISC受控术语。

不良事件：

不良事件的拼写及大小写需符合MedDRA要求

药物：

活性成分需使用FDA 唯一成分标识码（UNII）进行识别：SDTM Trial Summary Domain中每种活性成分需有一个对应的UNII

WHO Drug字典

药理学分类：

国家药物文档-参考术语（NDF-RT）：临床或非临床研究中的所有活性研究成分需用NDF-RT确定药理学分类；该项信息在SDTM Trial Summary domain提供。

适应证

医学系统命名法－临床术语（ SNOMED CT）：研究药物期望治疗的医学状况需用SNOMED CT编码；该项信息在SDTM Trial Summary domain提供。

实验室检查中LOINC编码的使用



中药的字典：

定义，获取方式等

电子申报格式

数据集的文件夹结构：当使用eCTD格式提交数据时，试验数据集和支持性文件需按特定的文件夹结构进行整理。

[image: ]

目录结构说明：

[image: ]





数据有效性验证和可追溯性

数据验证定义：

确保所提交的数据是符合要求并且有效的

数据验证规则

遵从性验证：数据必须遵照数据标准，比如SDTM 

质量检验：比如年龄范围的检测

数据验证规则的相关文档

你能在数据标准的网页上找到验证规则: http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm.

申办方的试验结果可追溯到病例报告(CRF)数据

要将原始的试验数据转化为标准数据，可追溯性的建立常常是问题最多的

FDA建议:

提交遗留数据转换的计划和报告

提供一份带有两种注释的病历报告：一份注释原始数据，一份注释转换后的数据（SDTM）

纪录有问题的数据，同时在SDRG（Study Data Reviewers Guide试验数据审阅指南）内说明

提交原始数据（注释的病例报告，数据列表和分析数据）



附录：数据标准和互通性的数据交换

互通性：在不同的信息技术系统，软件和网络条件下，实现精确，有效，安全和一致的数据交流与交换……

技术互通：最低水平的互通，能够在两种不同的系统或者机构间简单地交换数据，比如SAS传输文件

语义互通：理解系统分享的信息，接受的系统可以处理非数值型的数据，比如使用受控术语和元数据

流程互通：有足够意义的数据交换，是指让接受系统能在工作流程中，在正确的时间自动提供正确的数据。比如，根据一个严重并且意外的不良反应的发生，产生一个加速的不良反应报告。
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Figure 1: Folder Structure for Study Datasets
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Table 2: Study Dataset and File Folder Structure and Description

Folder Name Folder Level Description/Contents

Refers to the eCTD module in which study data i being
submitted. Name this folder mé for nonclinical data and
ms for clinical data. Do not place fls at this level.
‘Resides within the module folder as the top-level falder
for study data (nonlinica or clinica) being submitted for
the specified module (md or ms). Do not place files at
this level,

"Name this folder with the study identifier or analysis
type performed (e.g, study123, iss, ise). Do not place
lles a ths evel.

‘Contains folders for analysis datasets and software
programs; arrange in designated level 6 subfolders. Do
not place fles at this level.

‘Contains subfolders for ADaM datasets and
corresponding software programs. Do not place files at
this level,

6 | Place ADaM datasets in this subfolder.
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Instructions

		Instructions for the FDA Data Standards Catalog

		This catalog is a single location for stakeholders to identify all data and data exchange standards FDA supports.  It outlines the date the support begins, date support ends, date requirement begins and the date the requirement ends. The submission of standardized  data using any standard not listed, or to an FDA component not listed, should be discussed with the Agency in advance.  









		The standard terminology code sets are listed in a separate tab of this worksheet.  Please look at the "Terminology" tab to find standard terminology information.  Where the Catalog expresses support for more than one terminology for a given type of regulatory information (e.g., medication), the submitter may choose which one to use. 



		Columns		Description

		Use		This describes what type of data the standard is used for.

		Data Exchange Standard		This is the specification that has been developed by a standards development organization and supported by FDA.

		Exchange Format		This describes the file format required for data submission.

		Standards Development Organization		This identifies which organization developed the supported standard. 

		Supported Version		For the purposes of this document, “supported” means the receiving Center has established processes and technology to support receiving, processing, reviewing, and archiving files in the specified standard.

		Implementation Guide Version		This lists the version of the implementation guide that is supported by FDA. The implementation guide gives additional clarification and detailed requirements for the standard. 

		FDA Center		This identifies which centers in FDA use the supported standard. 

		Date Support Begins		This is the date when the standard can be used to submit data.  "Ongoing" means that FDA supports the listed standard for electronic submissions as of the initial catalog release date, 6/13/2011.  An empty field in this column means that a support begin date has not been established.  

		Date Support Ends		This is the date when the standard can no longer be used to submit data unless a waiver has been granted. An empty field in this column means that a support end date has not been established.  

		Date Requirement Begins		This is the date when the requirement to use a standard begins.  After this date, submitted data must comply with the listed standard for the appropriate submission types. An empty field in this column  means that a requirement date has not been established

		Date Requirement Ends		This is the date when the requirement to use a standard ends. An empty field in this column means that a requirement end date has not been established.  

		Regulatory Reference and Information Sources		This is the link to the regulatory reference documents and information sources for each standard.







Data Exchange Standards

		FDA Data Standards Catalog v4.3 (05-27-2015) - Supported and Required Standards

		This table contains a listing of the data exchange, file formats and terminology standards supported at FDA.   These standards have gone through all the steps necessary to make this part of the regulatory review process, including posting of regulatory guidance documents and associated implementation guidelines and technical specifications. The submission of standardized  data using any standard not listed, or to an FDA Center not listed, should be discussed with the Agency in advance.  This catalog is incorporated by reference in the guidance to industry, Providing Regulatory Submissions in Electronic format-Standardized Study Data (http://www.fda.gov/downloads/Drugs/Guidances/UCM292334.pdf).  A separate catalog will be published in the future that will contain a listing of standards that are in the development, testing, adoption or research & development (R&D) phases. 

		Use 		Data Exchange Standard		Exchange Format		Standards Development Organization (SDO)		Supported Version		Implementation Guide Version		FDA Center(s)		Date Support Begins (MM/DD/YYYY)
 		Date Support Ends (MM/DD/YYYY)		Date Requirement Begins (MM/DD/YYYY)		Date Requirement Ends 		Regulatory Reference and Information Sources

		Regulatory Applications (IND, NDA, ANDA, BLA, master files)		Electronic Common Technical Document (eCTD)		Extensible Markup Language (XML)		International Conference on Harmonisation (ICH)		3.2.2		M2 eCTD: Electronic Common Technical Document Specifications		CDER, CBER		06/01/2008				05/05/2017 [5]
05/05/2018 [6]				Electronic Submissions-Electronic Common Technical Document (eCTD)

		Product Labeling Submissions		Structured Product Labeling (SPL)		XML		Health Level 7 (HL7)		Release 5				CDER, CBER		Ongoing				04/01/2005 [3]
12/11/2003 [4]				StructuredProductLabeling (SPL) Implementation Guide with Validation Procedures

		Postmarketing Safety Reporting - Adverse Events for Medical Devices		Individual Case Safety Report (ICSR)		XML		HL7		Release 1		N/A		CDRH		Ongoing								Electronic Medical Device Reporting (eMDR) - Device Regulation and Guidance 

		Postmarketing Safety Reporting- Adverse Events for Animal Drugs (ICSR)		ICSR		XML		 ISO/HL7		Release 2		N/A		CVM		Ongoing								Veterinary Adverse Event Reporting for Manufacturers

		Postmarketing Safety Reporting - Adverse Events for Drugs and Biologics (ICSR)		ICSR		XML		ICH E2B		Release 2		ICH E2B		CDER, CBER		Ongoing								FDA Adverse Events Reporting System (FAERS) Electronic Submissions

		Postmarketing Safety Reporting -  Periodic Reports for Drugs and Biologics		International Conference on Harmonisation (ICH)                    eCTD 		XML		ICH		3.2.2		N/A		CDER, CBER		Ongoing								FDA Adverse Events Reporting System (FAERS) Electronic Submissions

		Postmarketing Safety Reporting- Adverse Events for Vaccines 		ICSR		XML		ISO/HL7		Release 2		ICH E2B (R3) IG July 2013 and CBER Technical Specifications Document		CBER		06/10/2015		n/a		06/10/2015		n/a		FDA Individual Case Safety Report

		Postmarketing Safety Reporting- Lot Distribution Reports		SPL		XML		HL7		Release 5		Structured Product Labeling (SPL) Implementation Guide with Validation Procedures Version 1 Revision 201412101457		CBER		06/10/2015		n/a		06/10/2015		n/a		FDA Structured Product Labeling Resources

		Documents		Portable Document Format                     (PDF)		PDF		Adobe		1.4-1.6		N/A		CDER, CBER 		Ongoing								For CDER and CBER only: Portable Document Format (PDF) Specifications

		Documents		Portable Document Format                     (PDF)		PDF		Adobe		1.4-1.6		N/A		 CBER, CDER, CFSAN, CDRH, CVM 		Ongoing								For CDER and CBER only: Portable Document Format (PDF) Specifications

		Documents		PDF		PDF		Adobe		1.5		N/A		CDER, CBER, CFSAN, CDRH, CVM 		Ongoing								For CDER and CBER only: http://wcms.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163565.pdf

		Documents		PDF		PDF		Adobe		1.6		N/A		CDER, CBER, CFSAN, CDRH, CVM 		Ongoing								For CDER and CBER only: http://wcms.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163565.pdf

		Documents		PDF		PDF		Adobe		1.7		N/A		CDER, CBER		11/20/2012

		Documents		PDF		PDF		Adobe		1.7		N/A		CBER, CDER, CDRH		11/20/2012								For CDRH only: eCopy Program for Medical Device Submissions 

		Clinical and Non-Clinical study data sets - Transport		SAS Transport (XPORT)		XPT		SAS		5		SAS Technical Support TS-140		CDER, CBER		Ongoing				12/17/2016 [1] 
12/17/2017 [2]				For CDER and CBER only: Technical Conformance Guide

		Clinical and Non-Clinical study data sets - Transport		SAS XPORT		XPT		SAS		5		SAS Technical Support TS-140		CDRH, CFSAN, CVM		Ongoing								For CDRH only: eCopy Program for Medical Device Submissions

		SDTM, SEND, and ADaM define.xml file		XML				W3C		1.0				CBER, CDER, CDRH		Ongoing								W3C - XML Technology

		Analysis program files		ASCII				ANSI						CBER, CDER, CDRH		Ongoing								www.ansi.org

		Clinical study  datasets		Study Data Tabulation Model (SDTM)		XPT		Clinical Data Interchange Standards Consortium            (CDISC)		1.3		3.1.3		CDER, CBER		12/01/2012				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SDTM

		Clinical study  datasets		SDTM		XPT		CDISC		1.2		Version 3.1.2 Amendment 1		CDER, CBER		08/07/2013				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SDTM

		Clinical study  datasets		SDTM		XPT		CDISC		1.2		3.1.2 		CDER, CBER		10/30/09				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SDTM

		Clinical study  datasets		SDTM		XPT		CDISC		1.1		3.1.1 		CDER, CBER		Ongoing		01/28/2015		12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SDTM

		Clinical study  datasets		Analysis Data Model (ADaM)		XPT		CDISC		2.1		1.0		CDER, CBER		Ongoing				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - ADaM

		Animal study datasets		Standard for Exchange of Nonclinical Data (SEND)		XPT		CDISC		1.2		3.0		CDER		06/13/2011				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SEND

		Clinical study data definition		Define		XML		CDISC		1.0		N/A		CDER, CBER, CDRH		Ongoing				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - Define-XML

		Clinical study data definition		Define		XML		CDISC		2.0		N/A		CDER, CBER, CDRH		08/07/2013				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - Define-XML

		This section is reserved for future therapeutic area data standards




		Notes:

		[1]		For NDAs, ANDAs, and certain BLAs.  See section II.A of the Providing Regulatory Submissions In Electronic Format — Standardized Study Data guidance document

		[2]		For certain INDs.  See section II.A of the Providing Regulatory Submissions In Electronic Format — Standardized Study Data guidance document

		[3]		http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm072331.pdf

		[4]		The requirements of the electronic labeling rule can be found in § 314.50(l) for NDAs, § 314.94(d) for ANDAs, § 601.14(b) for BLAs, and § 314.81(b) for annual reports to marketing applications. The effective date of the rule was June 8, 2004.

		[5]		For NDAs, ANDAs, BLAs, and Master Files.  See section B of the Providing Regulatory Submissions in Electronic Format - Certain Human Pharmaceutical Product Applications and Related Submission Using the eCTD Specifications guidance document

		[6]		For Commercial INDs.  See section B of the Providing Regulatory Submissions in Electronic Format - Certain Human Pharmaceutical Product Applications and Related Submission Using the eCTD Specifications guidance document
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Terminology Standards

		FDA Data Standards Catalog v4.3 (05-27-2015)

		This table contains a listing of the standard terminology code sets.  When the Catalog expresses support for more than one terminology for a given type of regulatory information, the submitter may choose which one to use.  Submissions using any terminology not listed should be discussed with the Agency in advance.

		The listing of the data exchange standards developed at FDA are listed in a separate tab.  Please look at the "Data Exchange Standards" tab to find data exchange standards information supported by FDA. The data exchange standards listed have established processes and technology infrastructure to support the process, review, and archive of the data. The submission of standardized data using any standard not listed, or to an FDA component not listed, should be discussed with the Agency in advance.  

		Terminology Standard		Terminology Type		Terminology Standards Development and/or Maintenance Organization		Version(s)		FDA Centers That Use This Terminology		Date Support Begins (MM/DD/YYYY)		Date Support Ends 		Date Requirement Begins (MM/DD/YYYY)		Date Requirement Ends 		Examples of Use		Regulatory References and Information Sources

		Clinical Data Interchange Standards Consortium (CDISC) Terminology		General Clinical Data		CDISC		2011-06-10 or later		CBER, CDER		06/13/2011				12/17/2016 [1] 
12/17/2017 [2]				Use CDISC Submission values		Index of CDISC SDTM Terminology

		Clinical Data Interchange Standards Consortium (CDISC) Terminology		General Clinical Data
		CDISC		All Previous Version		CBER, CDER		Ongoing								Use CDISC Submission Values. Do not use for studies initiated after 2011-06-13.		Index of CDISC SDTM Terminology

		Medical Dictionary for Regulatory Activities (MedDRA)		Adverse Events
		Maintenance and Support Services Organization (MSSO)		8 or later		CBER, CDER		Ongoing				12/17/2016 [1] 
12/17/2017 [2]				CDISC AE Domain		MedDRA.org

		Event Problem Codes		Adverse Events		CDRH		Latest Version		CDRH		Ongoing								CDISC AE Domain		Medical Devices Event Problem Codes

		WHO Drug Dictionary		Medication		World Health Organization		Latest Version		CDER		03/31/2015				03/15/2018 [1] 
03/15/2019 [2]				Use in SDTM CMDECOD and CMCLAS		WHO Drug Dictionary

		Logical Observation Identifiers Names and Codes (LOINC)		Terminology (Laboratory Test)		Regenstrief Institute		Latest Version		CDER		05/14/2015								Use in SDTM LBLOINC		LOINC

		Unique Ingredient Identifiers             (UNII)		Substances, including active ingredients, active moieties, inactive ingredients		FDA		Latest Version		CBER, CDER		Ongoing 				12/17/2016 [1] 
12/17/2017 [2]
05/06/2004 [3]				Use SRS Preferred Substance Name (if avail.) in SDTM and SEND TS domain for TSVAL where TSPARMCD is any of the following: TRT, CURTRT, COMPTRT. Use also in CMDECOD. 		Substance Registration System

		National Drug File-Reference Terminology (NDF-RT)		Pharmacological Class		Department of Veterans Affairs/Veterans Health Administration 		Latest Version		CDER		Ongoing				12/17/2016 [1] 
12/17/2017 [2]				Use in SDTM and SEND TS domain for TSVAL where TSPARMCD=PCLAS and TSPARM = Pharmacologic Class. Use FDA established Pharmacologic Class for all FDA approved moieties (see References). Use also in SDTM CMCLAS. 		National Drug File (NDF) - Reference Terminology (RT) Source Information

																05/06/2004 [3]						Guidance for Industry: Labeling for Human Prescription Drug and Biological Products-Determining Established Pharmacologic Class for Use in the Highlights of Prescribing Information

																						Pharmacologic Class Codes

		SNOMED CT		
Indication and Usage		International Health Terminology Standards Development Organisation (IHTSDO)				CBER, CDER		Ongoing				12/17/2016 [1] 
12/17/2017 [2]				Use in SDTM TS Domain for TSVAL where TSPARMCD=INDIC. Use Medical Condition SNOMED terminology subset (see References)		SNOMED CT

																						IHTSDO.org





		Notes:

		[1]		For NDAs, ANDAs, and certain BLAs.  See section II.A of the Providing Regulatory Submissions In Electronic Format — Standardized Study Data guidance document

		[2]		For certain INDs.  See section II.A of the Providing Regulatory Submissions In Electronic Format — Standardized Study Data guidance document

		[3]		White House Consolidated Health Informatics Initiative.  See Federal Register Notices.















http://www.cdisc.org/http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm163377.htmhttp://www.fda.gov/downloads/Drugs/Guidances/UCM292334.pdfhttp://www.fda.gov/downloads/Drugs/Guidances/UCM292334.pdfhttp://loinc.org/http://www.ihtsdo.org/http://www.meddra.org/http://evs.nci.nih.gov/ftp1/CDISC/SDTM/http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/EventProblemCodes/default.htmhttp://evs.nci.nih.gov/ftp1/CDISC/SDTM/http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm186607.pdfhttp://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm162549.htmhttp://www.nlm.nih.gov/research/umls/sourcereleasedocs/2008AB/NDFRT/

Change History

		Change History

		Date		Version		Note

		2011-06-13		1.0		Initial Release

		2012-02-15		2.0		Added CDRH-supported data standards; added change history worksheet

		2013-02-01		2.1		Added support for SDTM v1.3/I.G. v3.1.3/define.xml 1.0; changed use of ASCII for the more generic "analysis program files"; Added support end date for SDTM IG 3.1.1

		2013-08-15		2.2		Added support for define.xml 2.0; added additional reference link for SNOMED CT and updated the "use" column; fixed links in reference column for Pharmacological class terminology; updated link in reference column for Adverse Events Terminology.

		2013-08-22		2.2		Added support for SDTM v2.1.2 Amendment 1.  

		2014-01-17		3.0		Added "Instructions" worksheet; created new worksheet, "Terminology Standards", and moved all terminology rows to this worksheet; renamed "Catalog" worksheet to "Data Exchange Standards"; organized the Data Exchange Standards by use (e.g., regulatory electronic submission, clinical study datasets); added "Date Requirement Begins" and "Date Requirement Ends" columns to the Data Exchange Standards and Terminology worksheets; added new rows to the Data Exchange Standards worksheet: PDF 1.7, eCTD v2

		2014-09-17		3.1		Addressed correction to Data Exchange Standards worksheet, eCTD Standard, Supported Version changed from "2" to "3.2.2".

		2014-12-10		4.0		Expanded support for SRS/UNII and NDF-RT.                                                                 Updated "Instructions" worksheet to clarify "supported version" description; also added instructions for the terminology standards when there is support for more than one terminology for a given type of regulatory information (e.g., medication).               Updated introductory statement on "data exchange standards" worksheet-added reference link to guidance and included reference to upcoming development, test, adoption catalog; removed subheadings.  Simplified reference link titles.

		2015-04-09		4.1		Instructions:
· Edited text in the Instructions tab for the Date Support Ends item. 
Data Exchange Standards:
· Added dates to the Date Requirement Begins column for appropriate data exchange standards
· Edited Postmarketing Safety Reporting- Adverse Events for Animal Drugs (ICSR) to correct Data Exchange Standard and SDO columns.
· Edits Postmarketing Safety Reporting - Adverse Events for Drugs and Biologics (ICSR) to correct Data Exchange Standard and Supported Version columns.
· Added new row for Postmarketing Safety Reporting- Adverse Events for Vaccines 
· Added new row for Postmarketing Safety Reporting- Lot Distribution Reports
· Separated CDER and CBER PDF Data Exchange Standards rows from other Centers
· Corrected Data Exchange Standards, Standard for Exchange of Nonclinical Data (SEND) Implementation Guide Version from "3.1.2" to "3.0".
· Added values to the Date Requirement Begins columns on the Data Exchange Standards
Terminology Standards:
· Added dates to the Date Requirement Begins column for appropriate terminologies
· Add 1 row: Terminology (Medication) Who Drug Dictionary    

		2015-04-29		4.2		Terminology Standards:
· Add 1 row: Terminology (Laboratory Test) LOINC

		2015-05-27		4.3		Data Exchange Standards:
- Added dates to Date Requirement Begins column for Electronic Common Technical Document (eCTD) standard 





说明

		Instructions for the FDA Data Standards Catalog

		This catalog is a single location for stakeholders to identify all data and data exchange standards FDA supports.  It outlines the date the support begins, date support ends, date requirement begins and the date the requirement ends. The submission of standardized  data using any standard not listed, or to an FDA component not listed, should be discussed with the Agency in advance.  









		The standard terminology code sets are listed in a separate tab of this worksheet.  Please look at the "Terminology" tab to find standard terminology information.  Where the Catalog expresses support for more than one terminology for a given type of regulatory information (e.g., medication), the submitter may choose which one to use. 





		Columns		Description

		Use		This describes what type of data the standard is used for.

		Data Exchange Standard		This is the specification that has been developed by a standards development organization and supported by FDA.

		Exchange Format		This describes the file format required for data submission.

		Standards Development Organization		This identifies which organization developed the supported standard. 

		Supported Version		For the purposes of this document, “supported” means the receiving Center has established processes and technology to support receiving, processing, reviewing, and archiving files in the specified standard.

		Implementation Guide Version		This lists the version of the implementation guide that is supported by FDA. The implementation guide gives additional clarification and detailed requirements for the standard. 

		FDA Center		This identifies which centers in FDA use the supported standard. 

		Date Support Begins		This is the date when the standard can be used to submit data.  "Ongoing" means that FDA supports the listed standard for electronic submissions as of the initial catalog release date, 6/13/2011.  An empty field in this column means that a support begin date has not been established.  

		Date Support Ends		This is the date when the standard can no longer be used to submit data unless a waiver has been granted. An empty field in this column means that a support end date has not been established.  

		Date Requirement Begins		This is the date when the requirement to use a standard begins.  After this date, submitted data must comply with the listed standard for the appropriate submission types. An empty field in this column  means that a requirement date has not been established

		Date Requirement Ends		This is the date when the requirement to use a standard ends. An empty field in this column means that a requirement end date has not been established.  

		Regulatory Reference and Information Sources		This is the link to the regulatory reference documents and information sources for each standard.





数据交换标准

		FDA Data Standards Catalog v4.3 (05-27-2015) - Supported and Required Standards
FDA数据标准目录 v4.3 (2015-05-27) - 支持和要求的标准

		This table contains a listing of the data exchange, file formats and terminology standards supported at FDA.   These standards have gone through all the steps necessary to make this part of the regulatory review process, including posting of regulatory guidance documents and associated implementation guidelines and technical specifications. The submission of standardized  data using any standard not listed, or to an FDA Center not listed, should be discussed with the Agency in advance.  This catalog is incorporated by reference in the guidance to industry, Providing Regulatory Submissions in Electronic format-Standardized Study Data (http://www.fda.gov/downloads/Drugs/Guidances/UCM292334.pdf).  A separate catalog will be published in the future that will contain a listing of standards that are in the development, testing, adoption or research & development (R&D) phases. 

		Use 
用处		Data Exchange Standard
数据交换标准		Exchange Format
交换格式		Standards Development Organization (SDO)
标准开发组织（SDO）		Supported Version
支持版本		Implementation Guide Version 
实施指南版本		FDA Center(s)
FDA部门		Date Support Begins (MM/DD/YYYY)
支持开始日期（MM/DD/YYYY）		Date Support Ends (MM/DD/YYYY)
支持结束日期（MM/DD/YYYY）		Date Requirement Begins (MM/DD/YYYY)
要求开始日期（MM/DD/YYYY）		Date Requirement Ends 
要求结束日期（MM/DD/YYYY）		Regulatory Reference and Information Sources
参考法规和信息出处

		Regulatory Applications (IND, NDA, ANDA, BLA, master files)		Electronic Common Technical Document (eCTD)		Extensible Markup Language (XML)
可扩展标记语言（XML）		International Conference on Harmonisation (ICH)		3.2.2		M2 eCTD: Electronic Common Technical Document Specifications		CDER, CBER		06/01/2008				05/05/2017 [5]
05/05/2018 [6]				Electronic Submissions-Electronic Common Technical Document (eCTD)

		Product Labeling Submissions
产品标签申报		Structured Product Labeling (SPL)
结构化产品标签（SPL）		XML		Health Level 7 (HL7)
健康水平7		Release 5
第5版				CDER, CBER		Ongoing
继续				04/01/2005 [3]
12/11/2003 [4]				StructuredProductLabeling (SPL) Implementation Guide with Validation Procedures

		Postmarketing Safety Reporting - Adverse Events for Medical Devices
上市后安全性报告 - 医疗设备的不良事件		Individual Case Safety Report (ICSR)
个例安全报告（ICSR）		XML		HL7		Release 1
第1版		N/A		CDRH		Ongoing
继续								Electronic Medical Device Reporting (eMDR) - Device Regulation and Guidance 

		Postmarketing Safety Reporting- Adverse Events for Animal Drugs (ICSR)
上市后安全性报告 动物药物的不良事件（ICSR）		ICSR		XML		 ISO/HL7		Release 2
第2版		N/A		CVM		Ongoing
继续								Veterinary Adverse Event Reporting for Manufacturers

		Postmarketing Safety Reporting - Adverse Events for Drugs and Biologics (ICSR)		ICSR		XML		ICH E2B		Release 2
第2版		ICH E2B		CDER, CBER		Ongoing
继续								FDA Adverse Events Reporting System (FAERS) Electronic Submissions

		Postmarketing Safety Reporting -  Periodic Reports for Drugs and Biologics		International Conference on Harmonisation (ICH)                    eCTD 
国际协调会议（ICH）Ectd		XML		ICH		3.2.2		N/A		CDER, CBER		Ongoing
继续								FDA Adverse Events Reporting System (FAERS) Electronic Submissions

		Postmarketing Safety Reporting- Adverse Events for Vaccines 		ICSR		XML		ISO/HL7		Release 2
第2版		ICH E2B (R3) IG July 2013 and CBER Technical Specifications Document		CBER		06/10/2015		n/a		06/10/2015		n/a		FDA Individual Case Safety Report

		Postmarketing Safety Reporting- Lot Distribution Reports		SPL		XML		HL7		Release 5
第5版		Structured Product Labeling (SPL) Implementation Guide with Validation Procedures Version 1 Revision 201412101457		CBER		06/10/2015		n/a		06/10/2015		n/a		FDA Structured Product Labeling Resources

		Documents
文档		Portable Document Format                     (PDF)
便携式文件格式（PDF）		PDF		Adobe		1.4-1.6		N/A		CDER, CBER 		Ongoing
继续								For CDER and CBER only: Portable Document Format (PDF) Specifications

		Documents
文档		Portable Document Format                     (PDF)
便携式文件格式（PDF）		PDF		Adobe		1.4-1.6		N/A		 CBER, CDER, CFSAN, CDRH, CVM 		Ongoing
继续								For CDER and CBER only: Portable Document Format (PDF) Specifications

		Documents
文档		PDF		PDF		Adobe		1.5		N/A		CDER, CBER, CFSAN, CDRH, CVM 		Ongoing
继续								For CDER and CBER only: http://wcms.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163565.pdf

		Documents
文档		PDF		PDF		Adobe		1.6		N/A		CDER, CBER, CFSAN, CDRH, CVM 		Ongoing								For CDER and CBER only: http://wcms.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163565.pdf

		Documents
文档		PDF		PDF		Adobe		1.7		N/A		CDER, CBER		11/20/2012

		Documents
文档		PDF		PDF		Adobe		1.7		N/A		CBER, CDER, CDRH		11/20/2012								For CDRH only: eCopy Program for Medical Device Submissions 

		Clinical and Non-Clinical study data sets - Transport		SAS Transport (XPORT)
SAS输送格式（XPORT）		XPT		SAS		5		SAS Technical Support TS-140		CDER, CBER		Ongoing
继续				12/17/2016 [1] 
12/17/2017 [2]				For CDER and CBER only: Technical Conformance Guide

		Clinical and Non-Clinical study data sets - Transport		SAS XPORT		XPT		SAS		5		SAS Technical Support TS-140		CDRH, CFSAN, CVM		Ongoing
继续								For CDRH only: eCopy Program for Medical Device Submissions

		SDTM, SEND, and ADaM define.xml file		XML				W3C		1.0				CBER, CDER, CDRH		Ongoing
继续								W3C - XML Technology

		Analysis program files
分析程序文件		ASCII				ANSI						CBER, CDER, CDRH		Ongoing
继续								www.ansi.org

		Clinical study  datasets
临床研究数据集		Study Data Tabulation Model (SDTM)
研究数据列表模型（SDTM）		XPT		Clinical Data Interchange Standards Consortium            (CDISC)		1.3		3.1.3		CDER, CBER		12/01/2012				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SDTM

		Clinical study  datasets
临床研究数据集		SDTM		XPT		CDISC		1.2		Version 3.1.2 Amendment 1		CDER, CBER		08/07/2013				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SDTM

		Clinical study  datasets
临床研究数据集		SDTM		XPT		CDISC		1.2		3.1.2 		CDER, CBER		10/30/09				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SDTM

		Clinical study  datasets
临床研究数据集		SDTM		XPT		CDISC		1.1		3.1.1 		CDER, CBER		Ongoing
继续		01/28/2015		12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SDTM

		Clinical study  datasets
临床研究数据集		Analysis Data Model (ADaM)
分析数据模型（ADaM）		XPT		CDISC		2.1		1.0		CDER, CBER		Ongoing
继续				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - ADaM

		Animal study datasets
动物研究数据集		Standard for Exchange of Nonclinical Data (SEND)
非临床（动物实验）数据交换标准		XPT		CDISC		1.2		3.0		CDER		06/13/2011				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - SEND

		Clinical study data definition
临床研究数据集定义		Define
元数据定义表		XML		CDISC		1.0		N/A		CDER, CBER, CDRH		Ongoing
继续				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - Define-XML

		Clinical study data definition
临床研究数据集定义		Define
元数据定义表		XML		CDISC		2.0		N/A		CDER, CBER, CDRH		08/07/2013				12/17/2016 [1] 
12/17/2017 [2]				CDISC.org - Define-XML

		This section is reserved for future therapeutic area data standards
本节保留做以后治疗领域数据标准。




		Notes:
注意：

		[1]		For NDAs, ANDAs, and certain BLAs.  See section II.A of the Providing Regulatory Submissions In Electronic Format — Standardized Study Data guidance document

		[2]		For certain INDs.  See section II.A of the Providing Regulatory Submissions In Electronic Format — Standardized Study Data guidance document

		[3]		http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm072331.pdf

		[4]		The requirements of the electronic labeling rule can be found in § 314.50(l) for NDAs, § 314.94(d) for ANDAs, § 601.14(b) for BLAs, and § 314.81(b) for annual reports to marketing applications. The effective date of the rule was June 8, 2004.

		[5]		For NDAs, ANDAs, BLAs, and Master Files.  See section B of the Providing Regulatory Submissions in Electronic Format - Certain Human Pharmaceutical Product Applications and Related Submission Using the eCTD Specifications guidance document

		[6]		For Commercial INDs.  See section B of the Providing Regulatory Submissions in Electronic Format - Certain Human Pharmaceutical Product Applications and Related Submission Using the eCTD Specifications guidance document
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术语标准

		FDA Data Standards Catalog v4.3 (05-27-2015)

		This table contains a listing of the standard terminology code sets.  When the Catalog expresses support for more than one terminology for a given type of regulatory information, the submitter may choose which one to use.  Submissions using any terminology not listed should be discussed with the Agency in advance.

		The listing of the data exchange standards developed at FDA are listed in a separate tab.  Please look at the "Data Exchange Standards" tab to find data exchange standards information supported by FDA. The data exchange standards listed have established processes and technology infrastructure to support the process, review, and archive of the data. The submission of standardized data using any standard not listed, or to an FDA component not listed, should be discussed with the Agency in advance.  

		Terminology Standard		Terminology Type		Terminology Standards Development and/or Maintenance Organization		Version(s)		FDA Centers That Use This Terminology		Date Support Begins (MM/DD/YYYY)		Date Support Ends 		Date Requirement Begins (MM/DD/YYYY)		Date Requirement Ends 		Examples of Use		Regulatory References and Information Sources

		Clinical Data Interchange Standards Consortium (CDISC) Terminology		General Clinical Data		CDISC		2011-06-10 or later		CBER, CDER		06/13/2011				12/17/2016 [1] 
12/17/2017 [2]				Use CDISC Submission values		Index of CDISC SDTM Terminology

		Clinical Data Interchange Standards Consortium (CDISC) Terminology		General Clinical Data
		CDISC		All Previous Version		CBER, CDER		Ongoing								Use CDISC Submission Values. Do not use for studies initiated after 2011-06-13.		Index of CDISC SDTM Terminology

		Medical Dictionary for Regulatory Activities (MedDRA)		Adverse Events
		Maintenance and Support Services Organization (MSSO)		8 or later		CBER, CDER		Ongoing				12/17/2016 [1] 
12/17/2017 [2]				CDISC AE Domain		MedDRA.org

		Event Problem Codes		Adverse Events		CDRH		Latest Version		CDRH		Ongoing								CDISC AE Domain		Medical Devices Event Problem Codes

		WHO Drug Dictionary		Medication		World Health Organization		Latest Version		CDER		03/31/2015				03/15/2018 [1] 
03/15/2019 [2]				Use in SDTM CMDECOD and CMCLAS		WHO Drug Dictionary

		Logical Observation Identifiers Names and Codes (LOINC)		Terminology (Laboratory Test)		Regenstrief Institute		Latest Version		CDER		05/14/2015								Use in SDTM LBLOINC		LOINC

		Unique Ingredient Identifiers             (UNII)		Substances, including active ingredients, active moieties, inactive ingredients		FDA		Latest Version		CBER, CDER		Ongoing 				12/17/2016 [1] 
12/17/2017 [2]
05/06/2004 [3]				Use SRS Preferred Substance Name (if avail.) in SDTM and SEND TS domain for TSVAL where TSPARMCD is any of the following: TRT, CURTRT, COMPTRT. Use also in CMDECOD. 		Substance Registration System

		National Drug File-Reference Terminology (NDF-RT)		Pharmacological Class		Department of Veterans Affairs/Veterans Health Administration 		Latest Version		CDER		Ongoing				12/17/2016 [1] 
12/17/2017 [2]				Use in SDTM and SEND TS domain for TSVAL where TSPARMCD=PCLAS and TSPARM = Pharmacologic Class. Use FDA established Pharmacologic Class for all FDA approved moieties (see References). Use also in SDTM CMCLAS. 		National Drug File (NDF) - Reference Terminology (RT) Source Information

																05/06/2004 [3]						Guidance for Industry: Labeling for Human Prescription Drug and Biological Products-Determining Established Pharmacologic Class for Use in the Highlights of Prescribing Information

																						Pharmacologic Class Codes

		SNOMED CT		
Indication and Usage		International Health Terminology Standards Development Organisation (IHTSDO)				CBER, CDER		Ongoing				12/17/2016 [1] 
12/17/2017 [2]				Use in SDTM TS Domain for TSVAL where TSPARMCD=INDIC. Use Medical Condition SNOMED terminology subset (see References)		SNOMED CT

																						IHTSDO.org





		Notes:

		[1]		For NDAs, ANDAs, and certain BLAs.  See section II.A of the Providing Regulatory Submissions In Electronic Format — Standardized Study Data guidance document

		[2]		For certain INDs.  See section II.A of the Providing Regulatory Submissions In Electronic Format — Standardized Study Data guidance document

		[3]		White House Consolidated Health Informatics Initiative.  See Federal Register Notices.
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SDTM Rules

		FDA Rule ID		MESSAGE		DESCRIPTION		DOMAINS		SEVERITY		3.1.1		3.1.2		3.1.3        (3.1.2 A1)

		FDAC001		Missing DM dataset		Demographics (DM) dataset must be included in every submission		DM		Error		X		X		X

		FDAC002		Missing TS dataset		Trial Summary (TS) dataset must be included in every submission		TS		Error		X		X		X

		FDAC003		Missing DS dataset		Disposition (DS) dataset should be included in every submission		DS		Warning		X		X		X

		FDAC004		Missing EX dataset		Exposure (EX) dataset should be included in every submission		EX		Warning		X		X		X

		FDAC005		Missing AE dataset		Adverse Events (AE) dataset should be included in every submission		AE		Warning		X		X		X

		FDAC006		Missing LB dataset		Lab Test Results (LB) dataset should be included in every submission		LB		Warning		X		X		X

		FDAC007		Missing VS dataset		Vital Signs (VS) dataset should be included in every submission		VS		Warning		X		X		X

		FDAC008		Missing SE dataset		Subject Elements (SE) dataset should be included in every submission		SE		Warning		X		X		X

		FDAC009		Missing TA dataset		Trial Arms (TA) dataset should be included in every submission		TA		Warning		X		X		X

		FDAC010		Missing TE dataset		Trial Elements (TE) dataset should be included in every submission		TE		Warning		X		X		X

		FDAC012		Missing MB dataset, when MS dataset is present		Microbiology Specimen (MB) dataset should be included, when a Microbiology Susceptibility Test (MS) dataset is present		MB		Warning		X		X		X

		FDAC013		Incompatible data source		Domain table must have a valid format (e.g., SAS transport (XPORT) v.5 or text-delimited)		ALL		Error		X		X		X

		FDAC014		No records in data source		Domain table should have at least one record		ALL		Error		X		X		X

		FDAC016		Dataset is greater than 1 GB in size		Large datasets should be split into smaller datasets no larger than 1 GB in size.		ALL		Warning		X		X		X

		FDAC017		SDTM Required variable not found		Variables described in SDTM as Required must be included in the dataset		ALL		Error		X		X		X

		FDAC018		NULL value in variable marked as Required		Required variables (where Core attribute is 'Req') cannot be NULL for any records		ALL		Error		X		X		X

		FDAC020		SDTM Expected variable not found		Variables described in SDTM as Expected should be included in the dataset		ALL		Warning		X		X		X

		FDAC021		FDA Expected variable not found		Variables requested by FDA in policy documents should be included in the dataset. E.g., EPOCH and ELEMENT		ALL		Warning		X		X		X

		FDAC022		No Treatment Emergent info for Adverse Event		According to FDA expectations, a treatment-emergent flag should be included in SUPPAE according to SDTM IG v3.1.2 #8.4.3		SUPPAE		Warning		X		X		X

		FDAC023		Dataset is not present in define.xml		Datasets included in study data must be described in the data definition document (define.xml)		ALL		Error		X		X		X

		FDAC024		Domain referenced in define.xml but dataset is missing		Domains referenced in data definition document (define.xml) should be included in the submission		ALL		Warning		X		X		X

		FDAC025		Variable in define.xml is not present in the dataset		Variables listed in the data definition document (define.xml) should be included in the dataset		ALL		Warning		X		X		X

		FDAC026		Variable in dataset is not present in define.xml		Variables included in the dataset must be described in the data definition document (define.xml)		ALL		Error		X		X		X

		FDAC027		Variable appears in dataset, but is not in SDTM model		Only variables listed in SDTM model should appear in a dataset. New sponsor defined variables must not be added, and existing variables must not be renamed or modified		ALL		Error		X		X		X

		FDAC028		Variable prohibited for use in SDTM		Variables described in IG as inappropriate for usage must be not included in the dataset		ALL		Error		X		X		X

		FDAC029		Variable which can be used only in SEND		Variables designed only for SEND pre-clinical studies must be not included in the SDTM dataset		ALL		Error		X		X		X

		FDAC030		Variable not recommended for use		Variables described in IG as not recommended for usage should be not included in the dataset		ALL		Warning		X		X		X

		FDAC031		Model permissible variable added into standard domain		SDTM model variable may be added into standard domains according its domain general class, if there are no resctrictions on their usage specified in IG		ALL		Warning		X		X		X

		FDAC032		SDTM/dataset variable type mismatch		Variable Data Types in the dataset should match the variable data types described in SDTM		ALL		Error		X		X		X

		FDAC033		SDTM/dataset variable label mismatch		Variable Label in the dataset should match the variable label described in SDTM. When creating a new domain Variable Labels could be adjusted as appropriate to properly convey the meaning in the context of the data being submitted.		ALL		Warning		X		X		X

		FDAC034		Define.xml/dataset variable type mismatch		Variable Data Types in the dataset must match the variable data types described in the data definition document (define.xml)		ALL		Error		X		X		X

		FDAC035		Variable is in wrong order within domain		Order of variables should be as specified by CDISC standard		ALL		Warning		X		X		X

		FDAC036		Variable length is too long for actual data		Variable length should be assigned based on actual stored data to minimize file size. Datasets should be re-sized to the maximum length of actual data used prior to splitting.		ALL		Error		X		X		X

		FDAC037		Value for variable not found in user-defined codelist		Variable values should be populated with terms found in the user-defined codelist associated with the variable in define.xml		ALL		Error		X		X		X

		FDAC038		Invalid ISO 8601 value for *DTC variable		Value of Dates/Time variables (*DTC) must conform to the ISO 8601 international standard		ALL		Error		X		X		X

		FDAC039		Invalid ISO 8601 value for (--DUR, --ELTM, or --EVLINT) variable		Value of Duration, Elapsed Time, and Interval variables (--DUR, --ELTM, --EVLINT) must conform to the ISO 8601 international standard		ALL		Error		X		X		X

		FDAC040		Subject is not present in DM domain		All Subjects (USUBJID) must be present in Demographics (DM) domain		ALL		Error		X		X		X

		FDAC041		Duplicate USUBJID		The value of Unique Subject Identifier (USUBJID) variable must be unique for each subject across all trials in the submission		DM		Error		X		X		X

		FDAC042		Missing or redundant values for USUBJID and POOLID		Either Unique Subject Identifier (USUBJID) or Pool Identifier (POOLID) variables values and only one must be populated		ALL		Error						X

		FDAC043		Invalid STUDYID		Study Identifier (STUDYID) values must match the STUDYID in Demographics (DM) domain		ALL		Error		X		X		X

		FDAC044		Duplicate value for --SEQ variable		The value of Sequence Number (--SEQ) variable must be unique for each record within a domain and within each Unique Subject Identifier (USUBJID) or Pool Identifier (POOLID) variables value when they are present in the domain.		ALL		Error		X		X		X

		FDAC045		Non-unique value for TSSEQ variable within TSPARMCD		Sequence Number (TSSEQ) must have a  unique value for a given value of Trial Summary Parameter Short Name (TSPARMCD) within the domain		TS		Error		X		X		X

		FDAC046		Duplicate VISITNUM		The value of Visit Number (VISITNUM) variable should be unique for each record within a subject		SV		Warning		X		X		X

		FDAC047		SUPPQUAL duplicate records		All SUPPQUAL Domains records are associated with a single parent record and must have a unique combination of Study Identifier (STUDYID), Unique Subject Identifier (USUBJID), Identifying Variable (IDVAR), Identifying Variable Value (IDVARVAL) and Qualifier Variable Name (QNAM) variable value. For all SUPPQUAL domain record all The QNAM variable should be unique for each parent record.		SUPPQUAL		Error		X		X		X

		FDAC048		Duplicate SUBJID		The value of Subject Identifier for the Study (SUBJID) variable must be unique for each subject within the study		DM		Error		X		X		X

		FDAC049		EX record is present, when subject is not assigned to an arm		Subjects that have withdrawn from a trial before assignment to an Arm (ARMCD='NOTASSGN') should not have any Exposure records		EX		Warning		X		X		X

		FDAC050		Exposure end date is after the latest Disposition date		End Date/Time of Treatment (EXENDTC) should be less than or equal to the Start Date/Time of the latest Disposition Event (DSSTDTC)		EX		Warning		X		X		X

		FDAC051		No --BLFL variable in custom Findings domain		Baseline Flag (--BLFL) should be present in all custom Findings domains		FINDINGS		Warning		X		X		X

		FDAC052		No Disposition record found for subject		All Demographics (DM) subjects (USUBJID) should have at least one record in the Disposition (DS) domain with only possible exceptions to Screen Failures (ARMCD='SCRNFAIL') and Not Assigned Treatment (ARMCD='NOTASSGN') subjects		DM		Warning		X		X		X

		FDAC053		No Exposure record found for subject		All Demographics (DM) subjects (USUBJID) participating in a study that includes investigational product should have at least one record in the Exposure (EX) domain, except for subjects who failed screening (ARMCD = 'SCRNFAIL') or were not fully assigned to an Arm (ARMCD = 'NOTASSGN')		DM		Warning		X		X		X

		FDAC054		Observation date is after the latest Disposition date		Date/Time of Collection (--DTC) should be less than or equal to the Start Date/Time of the latest Disposition Event (DSSTDTC)		EG, LB, VS		Warning		X		X		X

		FDAC055		Permissible variable with missing value for all records		Premissible variable whould not be present in domain, when the variable has missing value for all records in the dataset		ALL		Warning		X		X		X

		FDAC056		Inconsistent value for DOMAIN		Domain Abbreviation (DOMAIN) variable should be consistent with the name of the dataset		ALL		Error		X		X		X

		FDAC057		Invalid value for --TEST variable		The value of Name of Measurement, Test or Examination (--TEST) should be no more than 40 characters in length		FINDINGS		Error		X		X		X

		FDAC058		Invalid value for --TESTCD variable		The value of a Short Name of Measurement, Test or Examination (--TESTCD) variable should be limited to 8 characters, cannot start with a number, and cannot contain characters other than letters in upper case, numbers, or underscores		FINDINGS		Error		X		X		X

		FDAC059		Invalid value for --PARM variable		The value of Parameter (--PARM) variable should be no more than 40 characters in length		TS		Error		X		X		X

		FDAC060		Invalid value for --PARMCD variable		The value of Parameter Short Name (--PARMCD) variables should be no more than 8 characters in length		TS		Error		X		X		X

		FDAC061		Invalid ARMCD		Planned Arm Code (ARMCD) values should match entries in the Trial Arms (TA) dataset, except for subjects who failed screening (ARMCD = 'SCRNFAIL') or were not fully assigned to an Arm (ARMCD = 'NOTASSGN')		DM		Error		X		X		X

		FDAC062		Invalid ETCD		Element Code (ETCD) values should match entries in the Trial Elements (TE) dataset, except for unplanned Element (ETCD = 'UNPLAN')		SE, TA		Error		X		X		X

		FDAC063		Invalid IETESTCD		A value for Inclusion/Exclusion Criterion Short Name (IETESTCD) must be present the Trial Inclusion/Exclusion Criteria (TI) domain		IE		Error		X		X		X

		FDAC064		Invalid ARM/ARMCD		The combination of Description of Planned Arm (ARM) and Planned Arm Code (ARMCD) values must match entries in the Trial Arms (TA) dataset, except for subjects who failed screening (ARMCD = 'SCRNFAIL') or were not fully assigned to an Arm (ARMCD = 'NOTASSGN')		DM		Error		X		X		X

		FDAC065		Invalid RDOMAIN		Related Domain Abbreviation (RDOMAIN) must have a valid value of Domains included in the study data		CO, RELREC, SUPPQUAL		Error		X		X		X

		FDAC066		Invalid IDVAR		Identifying Variable (IDVAR) must have a valid value of variables from a referenced Domain		CO, RELREC, SUPPQUAL		Error		X		X		X

		FDAC067		Invalid value for ARMCD		The value of Planned Arm Code (ARMCD) should be no more than 20 characters in length		DM, TA, TV		Warning		X		X		X

		FDAC068		Unexpected value for ARMCD variable		Records for subjects who failed a screening or were not assigned to study treatment (ARMCD is 'SCRNFAIL' or 'NOTASSGN') should not be included in the Trial Arms (TA) or Trial Visits (TV) datasets		TA, TV		Error		X		X		X

		FDAC069		Non-unique value for TAETORD within ARMCD		Order of Element within Arm (TAETORD) must have a unique value for a given value of Planned Arm Code (ARMCD) within the domain		TA		Error		X		X		X

		FDAC070		Invalid value for ETCD		The value of Element Code (ETCD) should be no more than 8 characters in length		SE		Warning		X		X		X

		FDAC071		Invalid value for QLABEL		Qualifier Variable Label (QLABEL) value may have up to 40 characters		SUPPQUAL		Error		X		X		X

		FDAC072		Invalid dataset name for split domain		Split datasets must not have name of original domain. E.g., lbhm.xpt is a valid name, when lb.xpt is not a valid dataset name for split domain.		INTERVENTIONS, FINDINGS, EVENTS		Error		X		X		X

		FDAC073		Invalid value for QNAM variable		The value of Qualifier Variable Name (QNAM) should be limited to 8 characters, cannot start with a number, and cannot contain characters other than letters in upper case, numbers, or underscores		SUPPQUAL		Warning		X		X		X

		FDAC074		Invalid referenced record		Reference record defined by Related Domain Abbreviation (RDOMAIN), Unique Subject Identifier (USUBJID), Identifying Variable (IDVAR) and Identifying Variable Value (IDVARVAL) must exist in the target Domain		CO, RELREC, SUPPQUAL		Error		X		X		X

		FDAC075		Invalid ETCD/ELEMENT		The combination of Element Code (ETCD) and Description of Element (ELEMENT) values should match entries in the Trial Elements (TE) dataset, except for unplanned Element (ETCD = 'UNPLAN')		SE, TA		Error		X		X		X

		FDAC076		Invalid TAETORD		Order of Element within Arm (TAETORD) values should match entries in the Trial Arms (TA) dataset		ALL		Error		X		X		X

		FDAC077		Invalid value for RELTYPE variable		Relationship Type (RELTYPE) must be NULL, when Identifying Variable (IDVAR) is populated with a --SEQ value		RELREC		Error		X		X		X

		FDAC078		Invalid value for RELTYPE variable		Relationship Type (RELTYPE)  variable values should be populated with terms 'ONE', 'MANY', when Related Records (RELREC) dataset is used to identify relationships between datasets.		RELREC		Error		X		X		X

		FDAC079		Invalid EPOCH		Epoch (EPOCH) values should match entries in the Trial Arms (TA) dataset		ALL		Error		X		X		X

		FDAC080		Invalid IETESTCD/IETEST/IECAT		The combination of Inclusion/Exclusion Criterion Short Name (IETESTCD), Criterion (IETEST), and Category (IECAT) values should match entries in the Trial Inclusion/Exclusion Criteria (TI) dataset		IE		Error		X		X		X

		FDAC081		Negative value for --DOSE		Non-missing Dose (--DOSE) value must be greater than or equal to 0		INTERVENTIONS		Error		X		X		X

		FDAC082		Negative value for --DUR		Non-missing Duration of Event, Exposure or Observation (--DUR) value must be greater than or equal to 0		INTERVENTIONS, EVENTS, FINDINGS, TE, SE, SV,		Error		X		X		X

		FDAC083		Negative value for AGE		The value of Age (AGE) cannot be less than 0		DM		Error		X		X		X

		FDAC084		Inconsistent value for Standard Units		Standard Units (--STRESU) must be consistent for all records with same Short Name of Measurement, Test or Examination (--TESTCD), Category (--CAT), Specimen Type (--SPEC) and Method of Test or Examination (--METHOD)		FINDINGS		Error		X		X		X

		FDAC085		Inconsistent value for --TEST within --TESTCD		All values of Name of Measurement, Test or Examination (--TEST) should be the same for a given value of Short Name of Measurement, Test or Examination (--TESTCD)		FINDINGS		Error		X		X		X

		FDAC086		Inconsistent value for --TESTCD within --TEST		All values of Short Name of Measurement, Test or Examination (--TESTCD) should be the same for a given value of Name of Measurement, Test or Examination (--TEST)		FINDINGS		Error		X		X		X

		FDAC087		Inconsistent value for --PARM within --PARMCD		All values of a Parameter (--PARM) variables should be the same for a given value of a Parameter Short Name (--PARMCD) variables		TS		Warning		X		X		X

		FDAC088		Inconsistent value for --PARMCD within --PARM		All values of a Parameter Short Name (--PARMCD) variables should be the same for a given value of a Parameter (--PARM) variables		TS		Warning		X		X		X

		FDAC089		Inconsistent value for QLABEL within QNAM		All values of Qualifier Variable Label (QLABEL) should be the same for a given value of Qualifier Variable Name (QNAM)		SUPPQUAL		Warning		X		X		X

		FDAC090		Inconsistent value for QNAM within QLABEL		All values of Qualifier Variable Name (QNAM) should be the same for a given value of Qualifier Variable Label (QLABEL)		SUPPQUAL		Warning				X

		FDAC091		Inconsistent value for VISIT within VISITNUM		All values of Visit Name (VISIT) should be the same for a given value of Visit Number (VISITNUM)		SV, TV		Error		X		X		X

		FDAC092		Inconsistent value for VISITNUM within VISIT		All values of Visit Number (VISITNUM) should be the same for a given value of Visit Name (VISIT)		SV, TV		Error		X		X		X

		FDAC093		Inconsistent value for ARM		A value for Description of Planned Arm (ARM) must have a unique value for Planned Arm Code (ARMCD) with the domain		DM, TA, TV		Error		X		X		X

		FDAC094		Inconsistent value for ARMCD		A value for Planned Arm Code (ARMCD) must have a unique value for Description of Planned Arm (ARM) with the domain		DM, TA, TV		Error		X		X		X

		FDAC095		Inconsistent values for IEORRES/IECAT		I/E Criterion Original Result (IEORRES) must equal 'Y', when Inclusion/Exclusion Category (IECAT) is 'EXCLUSION'		IE		Error		X		X		X

		FDAC096		Inconsistent values for IEORRES/IECAT		I/E Criterion Original Result (IEORRES) must equal 'N', when Inclusion/Exclusion Category (IECAT) is 'INCLUSION'		IE		Error		X		X		X

		FDAC097		ARM is not 'Screen Failure', when ARMCD equals 'SCRNFAIL', or vice versa		Description of Arm (ARM) must equal 'Screen Failure',  when Arm Code (ARMCD) is 'SCRNFAIL', and vice versa		DM, TA		Error		X		X		X

		FDAC098		ARM is not 'Not Assigned', when ARMCD equals 'NOTASSGN', or vice versa		Description of Arm (ARM) must equal 'Not Assigned', when Arm Code (ARMCD) is 'NOTASSGN', and vice versa		DM, TA		Error		X		X		X

		FDAC099		Inconsistent value for --TPT within --ELTM		All values of Planned Elapsed Time (--ELTM) variable should be the same for a given value of Planned Time Point Name (--TPT) variable		INTERVENTIONS, EVENTS, FINDINGS		Warning		X		X		X

		FDAC100		Inconsistent value for --TPT within --TPTNUM		All values of Planned Time Point Name (--TPT) variable should be the same for a given value of Planned Time Point Number (--TPTNUM) variable		INTERVENTIONS, EVENTS, FINDINGS		Warning		X		X		X

		FDAC101		Inconsistent value for --TPTNUM within --TPT		All values of Planned Time Point Number (--TPTNUM) variable should be the same for a given value of Planned Time Point Name (--TPT) variable		INTERVENTIONS, EVENTS, FINDINGS		Warning		X		X		X

		FDAC102		Mismatch between IEORRES and IESTRESC values		I/E Criterion Original Result (IEORRES) and I/E Criterion Result in Std Format (IESTRESC) should have the same value		IE		Warning		X		X		X

		FDAC103		No records for 'SCRFAIL' subject are found in IE domain		All subjects with Planned Arm Code (ARMCD) equals 'SCRNFAIL' should have records in the Inclusion/Exclusion Criteria Not Met (IE) domain		DM		Warning		X		X		X

		FDAC104		USUBJID/VISIT/VISITNUM values do not match SV domain data		All Unique Subject Identifier (USUBJID) + Visit Name (VISIT) + Visit Number (VISITNUM) combination values in data should be present in the Subject Visits (SV) domain. There is an exception for records, where Status (--STAT) variable value is populated. E.g., --STAT = 'NOT DONE'		ALL		Warning		X		X		X

		FDAC105		VISIT/VISITNUM values do not match TV domain data		Combination of Visit Name (VISIT) and Visit Number (VISITNUM) in subject-level domains should match that in the TV domain with the exception of Unscheduled and Unplanned visits		ALL		Warning		X		X		X

		FDAC106		--STDY is after --ENDY		Study Day of Start of Event, Exposure or Observation (--STDY) must be less or equal to Study Day of End of Event, Exposure or Observation (--ENDY)		INTERVENTIONS, EVENTS, FINDINGS		Error		X		X		X

		FDAC107		--STDTC is after --ENDTC		Start Date/Time of Event, Exposure or Observation (--STDTC) must be less or equal to End Date/Time of Event, Exposure or Observation (--ENDTC)		INTERVENTIONS, EVENTS, FINDINGS, DM, SE, SV		Error		X		X		X

		FDAC108		--DTC is after --ENDTC		Date/Time of Specimen Collection (--DTC) must be less or equal to End Date/Time of Specimen Collection (--ENDTC)		FINDINGS		Error		X		X		X

		FDAC109		RFSTDTC is not provided for a randomized subject		Subject Reference Start Date/Time (RFSTDTC) should be populated for all randomized subjects, those where Planned Arm Code (ARMCD) is not equal to 'SCRNFAIL' or 'NOTASSGN'		DM		Warning		X		X		X

		FDAC110		RFENDTC is not provided for a randomized subject		Subject Reference End Date/Time (RFENDTC) should be populated for all randomized subjects, those where Planned Arm Code (ARMCD) is not equal to 'SCRNFAIL' or 'NOTASSGN'		DM		Warning		X		X		X

		FDAC111		RFSTDTC is after RFENDTC		Subject Reference Start Date/Time (RFSTDTC) must be less than or equal to Subject Reference End Date/Time (RFENDTC)		DM		Error		X		X		X

		FDAC112		Value of Study Day variable equals 0		Study Day variables (*DY) value should not equal 0		INTERVENTIONS, EVENTS, FINDINGS, DM, SE, SV		Warning		X		X		X

		FDAC113		No baseline result in Domain for subject		All subjects should have at least one baseline observation (--BLFL = 'Y') in EG, LB, MB, MS, PC and VS domains, except for subjects who failed screening (ARMCD = 'SCRNFAIL') or were not fully assigned to an Arm (ARMCD = 'NOTASSGN') or were not treated (ACTARMCD = 'NOTTRT')		EG, LB, MB, MS, PC, VS		Warning		X		X		X

		FDAC114		Missing value for --STRESC, when --DRVFL='Y'		Character Result/Finding in Std Format (--STRESC) value should not be NULL, when Derived Flag (--DRVFL) value is 'Y'		FINDINGS		Warning		X		X		X

		FDAC115		Missing TSVAL value		Value for Parameter Value (TSVAL) variable must be populated. TSVAL can only be null when Parameter Null Flavor (TSVALNF) variable value is populated.		TS		Error						X

		FDAC116		Missing TSVALNF value		Value for Parameter Null Flavor (TSVALNF) variable must be populated, when Parameter Value (TSVAL) variable value is missing.		TS		Error						X

		FDAC117		Missing End Time-Point value		One of End Time-Point variables values is expected to be populated when an event or an intervention occurred. (E.g., one of End Date/Time of Event or Intervention (--ENDTC), End Relative to Reference Period (--ENRF), and End Relative to Reference Period (--ENRTPT) variables values should not be missing, or Occurrence (--OCCUR) variable value should be 'N')		INTERVENTIONS, EVENTS		Warning		X		X		X

		FDAC118		Missing Start Time-Point value		One of Start Time-Point variables values is expected to be populated when an event an intervention occurred. (E.g., one of Start Date/Time of Event or Intervention (--STDTC), Start Relative to Reference Period (--STRF), and Start Relative to Reference Period (--STRTPT) variables values should not be missing, or Occurrence (--OCCUR) variable value should be 'N')		INTERVENTIONS, EVENTS		Warning		X		X		X

		FDAC119		Missing value for --DTC, when --ENDTC is provided		Date/Time of Collection (--DTC) should not be NULL, when End Date/Time of Observation (--ENDTC) is not NULL		FINDINGS		Warning		X		X		X

		FDAC120		Missing value for --STTPT, when --STRTPT is populated		Start Reference Time Point (--STTPT) must not be NULL, when Start Relative to Reference Time Point (--STRTPT) is provided		INTERVENTIONS, EVENTS, FINDINGS, SE, SV		Warning				X		X

		FDAC121		Missing value for --ENTPT, when --ENRTPT is populated		End Reference Time Point (--ENTPT) must not be NULL, when End Relative to Reference Time Point (--ENRTPT) is provided		INTERVENTIONS, EVENTS, FINDINGS, SE, SV		Warning				X		X

		FDAC122		Missing values for --STDTC, --STRF and --STRTPT, when --ENDTC, --ENRF or --ENRTPT is provided		Start Date/Time of Observation (--STDTC), Start Relative to Reference Period (--STRF) or Start Relative to Reference Time Point (--STRTPT) should not be NULL, when End Date/Time of Observation (--ENDTC), End Relative to Reference Period (--ENRF) or End Relative to Reference Time Period (--ENRTPT) is not NULL		INTERVENTIONS, EVENTS, SE, SV		Warning		X		X		X

		FDAC123		Missing value for --TPT, when --TPTNUM is provided		Planned Time Point Name (--TPT) should not be NULL, when Planned Time Point Number (--TPTNUM) is populated		INTERVENTIONS, EVENTS, FINDINGS, CO		Warning		X		X		X

		FDAC124		Missing --DY variable, when --DTC variable is present		Collection Study Day (--DY) variable should be included into dataset, when Collection Study Date/Time (--DTC) variable is present		INTERVENTIONS, EVENTS, FINDINGS, CO, SE, SV,		Warning		X		X		X

		FDAC125		--DY variable value is not populated		Collection Study Day (--DY) variable value should be populated, when Collection Study Date/Time (--DTC) and Subject Reference Start Date/Time (RFSTDTC) variables values are provided, and both of them include complete date part.		INTERVENTIONS, EVENTS, FINDINGS		Warning		X		X		X

		FDAC126		--DY variable value is imputed		Collection Study Day (--DY) variable value should be not be imputed. It may be only populated, when both Collection Study Date/Time (--DTC) and Subject Reference Start Date/Time (RFSTDTC) variables values are provided and both of them include complete date part.		INTERVENTIONS, EVENTS, FINDINGS, CO, SE, SV,		Warning		X		X		X

		FDAC127		Incorrect value for --DY variable		Collection Study Day (--DY) variable value should be populated as defined by CDISC standards: --DY = (date portion of --DTC) - (date portion of RFSTDTC) +1 if --DTC is on or after RFSTDTC; --DY = (date portion of --DTC) - (date portion of RFSTDTC) if --DTC precedes RFSTDTC.		INTERVENTIONS, EVENTS, FINDINGS		Warning		X		X		X

		FDAC128		Missing --STDY variable, when --STDTC variable is present		Study Day of Start (--STDY) variable should be included into dataset, when Start Study Date/Time (--STDTC) variable is present		INTERVENTIONS, EVENTS, FINDINGS, SE, SV		Error		X		X		X

		FDAC129		--STDY variable value is not populated		Study Day of Start (--STDY) variable value should be populated, when Start Study Date (--STDTC) and Subject Reference Start Date/Time (RFSTDTC) variables values are provided, and both of them include complete date part.		INTERVENTIONS, EVENTS, FINDINGS, SE, SV		Error		X		X		X

		FDAC130		--STDY variable value is imputed		Study Day of Start (--STDY) variable value should be not be imputed. It may be only populated, when both Start Study Date/Time (--STDTC) and Subject Reference Start Date/Time (RFSTDTC) variables values are provided, and both of them include complete date part.		INTERVENTIONS, EVENTS, FINDINGS, SV		Error		X		X		X

		FDAC131		Incorrect value for --STDY variable		Study Day of Start (--STDY) variable value should be populated as defined by CDISC standards: --STDY = (date portion of --STDTC) - (date portion of RFSTDTC) +1 if --STDTC is on or after RFSTDTC; --STDY = (date portion of --STDTC) - (date portion of RFSTDTC) if --STDTC precedes RFSTDTC.		INTERVENTIONS, EVENTS, FINDINGS, SE		Error		X		X		X

		FDAC132		Missing --ENDY variable, when --ENDTC variable is present		Study Day of End (--ENDY) variable should be included into dataset, when End Study Date/Time (--DTC) variable is present		INTERVENTIONS, EVENTS, FINDINGS, SE		Error		X		X		X

		FDAC133		--ENDY variable value is not populated		Study Day of End (--ENDY) variable value should be populated, when End Study Date/Time (--ENDTC) and Subject Reference Start Date/Time (RFSTDTC) variables values are provided, and both of them include complete date part.		INTERVENTIONS, EVENTS, FINDINGS, SE		Error		X		X		X

		FDAC134		CODTC is populated, when comment is a child record of another domain		The value of Date/Time of Comment (CODTC) should be NULL, when comments are related to a specific parent record or group of parent records in a domain (RDOMAIN, IDVAR and IDVARVAL are populated)		CO		Warning		X		X		X

		FDAC135		--ENDY variable value is imputed		Study Day of End (--ENDY) variable value should be not be imputed. It may be only populated, when both End Study Date/Time (--ENDTC) and Subject Reference Start Date/Time (RFSTDTC) variables values are provided, and both of them include complete date part.		INTERVENTIONS, EVENTS, FINDINGS, SE, SV		Error		X		X		X

		FDAC136		Incorrect value for --ENDY variable		Study Day of End (--ENDY) variable value should be populated as defined by CDISC standards: --ENDY = (date portion of --STDTC) - (date portion of RFSTDTC) +1 if --ENDTC is on or after RFSTDTC; --ENTDY = (date portion of --ENDTC) - (date portion of RFSTDTC) if --ENDTC precedes RFSTDTC.		INTERVENTIONS, EVENTS, FINDINGS, SE, SV		Error		X		X		X

		FDAC137		Value for --STRF is populated, when RFSTDTC is NULL		Start Relative to Reference Period (--STRF) should not be populated for subjects with missing value for Reference Start Date/Time (RFSTDTC)		INTERVENTIONS, EVENTS, FINDINGS, SE, SV		Warning		X		X		X

		FDAC138		Value for --ENRF is populated, when RFENDTC is NULL		End Relative to Reference Period (--ENRF) should not be populated for subjects with missing value for Reference End Date/Time (RFENDTC)		INTERVENTIONS, EVENTS, FINDINGS, SE, SV		Warning		X		X		X

		FDAC139		Missing value for --TPTNUM, when --TPT is provided		Planned Time Point Number (--TPTNUM) should not be NULL, when Planned Time Point Name (--TPT) is populated		INTERVENTIONS, EVENTS, FINDINGS, CO		Warning		X		X		X

		FDAC140		Missing values for TEENRL and TEDUR		At least one of Rule for End of Element (TEENRL) or Planned Duration of Element (TEDUR) should be populated		TE		Warning		X		X		X

		FDAC141		Missing value for --TPTREF, when --ELTM is provided		Time Point Reference (--TPTREF) should not be NULL, when Planned Elapsed Time from Time Point Ref (--ELTM) is populated		INTERVENTIONS, EVENTS, FINDINGS, CO		Warning		X		X		X

		FDAC142		Missing --ENTPT variable, when --ENRTPT variable is present		End Reference Time Point (--ENTPT) variable must be included into the domain, when End Relative to Reference Time Point (--ENRTPT) variable is present		INTERVENTIONS, EVENTS, FINDINGS, SE		Error		X		X		X

		FDAC143		Missing --ENRTPT variable, when --ENTPT variable is present		End Reference to Reference Time Point (--ENRTPT) variable must be included into the domain, when End Relative Time Point (--ENTPT) variable is present		INTERVENTIONS, EVENTS, FINDINGS, SE		Error		X		X		X

		FDAC144		Missing --STTPT variable, when --STRTPT variable is present		Start Reference Time Point (--STTPT) variable must be included into the domain, when Start Relative to Reference Time Point (--STRTPT) variable is present		INTERVENTIONS, EVENTS, FINDINGS, SE		Error		X		X		X

		FDAC145		Missing --STRTPT variable, when --STTPT variable is present		Start Reference to Reference Time Point (--STRTPT) variable must be included into the domain, when Start Relative Time Point (--STTPT) variable is present		INTERVENTIONS, EVENTS, FINDINGS, SE		Error		X		X		X

		FDAC146		Neither --STDTC nor --STDY are populated		At least one value of two variables Start Date/Time (--STDTC) and Start Study Day (--STDY) should be populated		DS		Warning				X

		FDAC147		Time point for non-occurred event or intervation is provided		Value of Start Relative to Reference Period (--STRF) or End Relative to Reference Period (--ENRF) should not be populated, when an event or intervention is marked as not occurred (--OCCUR='N')		INTERVENTIONS, EVENTS		Warning		X		X		X

		FDAC154		Missing value for --ORRESU, when --ORRES is provided		Original Units (--ORRESU) should not be NULL, when Result or Finding in Original Units (--ORRES) is provided		EG, LB, VS, DA, MB, MS, PC, PP, FA		Warning		X		X		X

		FDAC155		Both --DOSE and --DOSTXT values are populated		Only one of Dose (--DOSE) or Dose Description (--DOSTXT) variables must be populated on the same record		INTERVENTIONS		Error		X		X		X

		FDAC156		Comments in SUPPQUAL domain		Comments should be stored in Comments (CO) domain, rather than be put into Supplemental Qualifier (SUPP--) domains		SUPPQUAL		Warning		X		X		X

		FDAC157		IDVARVAL value is populated, when RELTYPE values is populated		Variable Value (IDVARVAL) variable value should not be populated, when Relationship Type (RELTYPE) variable value is populated		RELREC		Warning		X		X		X

		FDAC158		Inappropriate usage of variables in CO domain		In Comments (CO) domain, only following Identifier and Timing variables that are permissible and may be added as appropriate when comments are not related to other domain records (RDOMAIN and IDVAR variables values are not populated): COGRPID, COREFID, COSPID, VISIT, VISITNUM, VISITDY, TAETORD, CODY, COTPT, COTPTNUM, COELTM, COTPTREF, CORFTDTC.		CO		Warning		X		X		X

		FDAC159		Inconsistent variable length within split datasets		Split datasets should have matching variable lengths for future merges. Datasets should be resized to the maximum length used prior to splitting.		INTERVENTIONS, EVENTS, FINDINGS		Warning		X		X		X

		FDAC160		Misisng RDOMAIN value, when IDVAR is populated		Value of Related Domain Abbreviation (RDOMAIN) variable must be populated, when value of Identifying Variable (IDVAR) variable is populated		CO		Error		X		X		X

		FDAC161		Redundancy in paired variables values		Value of Category (--CAT) should not be identical to that in Domain Abbreviation (DOMAIN); Reported Term (--TERM); Name of Measurement, Test, or Examination (--TESTCD); Name of Treatment (--TRT); Body System or Organ Class (--BODSYS)		INTERVENTIONS, EVENTS, FINDINGS, TI		Warning		X		X		X

		FDAC162		Redundancy in paired variables values		Value of Subcategory (--SCAT) should not be  identical to that in Domain Abbreviation (DOMAIN); Reported Term (--TERM); Name of Measurement, Test, or Examination (--TESTCD); Name of Treatment (--TRT); Body System or Organ Class (--BODSYS)		INTERVENTIONS, EVENTS, FINDINGS, TI		Warning		X		X		X

		FDAC163		Invalid usage of SUPPQUAL for non-general-observation-class Domain		Supplemental Qualifiers special purpose dataset (SUPP--) can only be used to capture non-standard variables and their association to parent records in general-observation-class datasets (Events, Findings, Interventions) and Demographics		SUPPQUAL		Error		X		X		X

		FDAC164		Unexpected value for IDVAR/IDVARVAL		Both Identifying Variable (IDVAR) and Identifying Variable Value (IDVARVAL) should not be populated, when relating information to the Demographics (DM) domain		SUPPQUAL		Warning		X		X		X

		FDAC165		Unexpected MedDRA coding in the SUPPQUAL domain		MedDRA coding info should be populated using variables in the Events General Observation Class, but not in SUPPQUAL domains		SUPPQUAL		Error						X

		FDAC166		USUBJID value is populated, when RELTYPE values is populated		Unique Subject Identifier (USUBJID) variable value should not be populated, when Relationship Type (RELTYPE) variable value is populated		RELREC		Warning		X		X		X

		FDAC167		Values for --CAT and --SCAT are identical		Values of Category (--CAT) and Subcategory (--SCAT) variables should not be identical		INTERVENTIONS, EVENTS, FINDINGS, TI		Warning		X		X		X

		FDAC168		Missing value for --ORRES, when --ORRESU is provided		Result or Finding in Original Units (--ORRES) should not be NULL, when Original Units (--ORRESU) is provided		FINDINGS		Warning		X		X		X

		FDAC169		Missing value for --STRESU, when --STRESC is provided		Standard Units (--STRESU) should not be NULL, when Character Result/Finding in Std Units (--STRESC) is provided		FINDINGS		Warning		X		X		X

		FDAC170		Missing value for --STRESC, when --STRESU is provided		Character Result/Finding in Std Units (--STRESC) should not be NULL, when Standard Units (--STRESU) is provided		FINDINGS		Warning		X		X		X

		FDAC171		Missing value for --STRESC, when --ORRES is provided		Character Result/Finding in Std Units (--STRESC) must be populated, when Result or Finding in Original Units (--ORRES) is provided		FINDINGS		Error		X		X		X

		FDAC172		Missing value for --STRESN		Standardized Result in Numeric Format (--STRESN) variable value should be populated, when Standardized Result in Character Format (--STRESC) variable value represents a numeric value		FINDINGS		Warning		X		X		X

		FDAC173		Missing --STRESC value for Baseline record		A Standard Result value (--STRESC) is expected to be populated for Baseline records (--BLFL="Y")		FINDINGS		Warning		X		X		X

		FDAC174		Missing value for --STRESC, when --RESCAT is populated		Character Result/Finding in Std Units (--STRESC) should be provided, when Result Category (--RESCAT) is specified		FINDINGS		Warning		X		X		X

		FDAC175		Missing value for --STAT, when --REASND is provided		Completion Status (--STAT) should be set to 'NOT DONE', when Reason Not Done (--REASND) is populated		INTERVENTIONS, EVENTS, FINDINGS		Warning		X		X		X

		FDAC176		Missing value for --REASND, when --STAT is 'NOT DONE'		Value of Reason Not Done (--REASND) variable should be populated, when Status (--STAT) variable value is 'NOT DONE'.		INTERVENTIONS, EVENTS, FINDINGS		Warning		X		X		X

		FDAC177		--STAT does not equal 'NOT DONE', when --PRESP='Y' and --OCCUR is NULL		When no response is provided for Occurrence (--OCCUR) for a pre-specified Intervention or Event (--PRESP = 'Y'), then Status (--STAT) should be set to 'NOT DONE'		INTERVENTIONS, EVENTS		Warning		X		X		X

		FDAC178		Missing value for --ORRES, when --STAT or --DRVFL is not populated		Status (--STAT) should be set to 'NOT DONE' or Derived Flag (--DRVFL) should have a value of 'Y', when Result or Finding in Original Units (--ORRES) is NULL		FINDINGS		Warning		X		X		X

		FDAC179		Value for --ORRES is populated, when --STAT is 'NOT DONE'		Status (--STAT) should be NULL, when Result or Finding in Original Units (--ORRES) is provided		FINDINGS		Warning		X		X		X

		FDAC180		--ORRES value is populated, when --STAT is 'NOT DONE'		Value of Original Result (--ORRES) variable is expected to be missing, when observation was not performed (Status (--STAT) is 'NOT DONE')		FINDINGS		Warning		X		X		X

		FDAC181		Missing value for --TOXGR, when --TOX is populated		Toxicity Grade (--TOXGR) should be provided, when Toxicity (--TOX) is populated		AE, MH, CE, EG, LB, PC, PP		Warning		X		X		X

		FDAC182		Missing value for --TOX, when --TOXGR is populated		A value for a Toxicity (--TOX) variable should be provided, when a Toxicity Grade (--TOXGR) variable value is populated and greater than 0		AE, MH, CE, EG, LB, PC, PP		Warning		X		X		X

		FDAC183		Missing value for --DOSU, when --DOSE, --DOSTXT or --DOSTOT is provided		Dose Units (--DOSU) must be populated, when Dose per Administration (--DOSE), Dose Description (--DOSTXT) or Total Daily Dose (--DOSTOT) is provided		INTERVENTIONS		Error		X		X		X

		FDAC184		Missing value for --TRTV, when --VAMT is not NULL		Treatment Vehicle (--TRTV) should be provided, when Treatment Vehicle Amount (--VAMT) is specified		INTERVENTIONS		Warning				X		X

		FDAC185		Missing value for --VAMTU, when --VAMT is populated		Treatment Vehicle Amount Units (--VAMTU) should not be NULL,  when Treatment Vehicle Amount (--VAMT) is populated		INTERVENTIONS		Warning				X		X

		FDAC186		Missing --CAT value, when --SCAT value is populated		Value for Category (--CAT) variable should be populated, when value for Subcategory (--SCAT) variable is populated		INTERVENTIONS, EVENTS, FINDINGS		Error		X		X		X

		FDAC187		Missing --CAT variable, when --SCAT variable is present		Category (--CAT) variable should be included into dataset, when Subcategory (--SCAT) variable is present		INTERVENTIONS, EVENTS, FINDINGS		Warning		X		X		X

		FDAC188		Missing value for AGEU, when AGE is provided		Age Units (AGEU) should be provided, when Age (AGE) is populated		DM		Error		X		X

		FDAC189		Missing value for AGE, when AGEU is provided		Age (AGE) should be provided, when Age Units (AGEU) are populated		DM		Error		X		X

		FDAC190		Neither AGE nor AGETXT variables are present		At least one of Age (AGE) or Age Text (AGETXT) variables should be inculded into Demographics (DM) domain		DM		Error						X

		FDAC191		Neither of AGE or AGETXT variables values are populated		Value for Age (AGE) of Age Range (AGETXT) variables should be populated for all subjects with only exception for Screen Failures (ARMCD=SCRNFAIL) and Not Assigned (ARMCD=NOTASSGN) subejcts		DM		Warning		X		X		X

		FDAC192		Invalid value for AGETXT		Age Range (AGETXT) variable values should be populated with 'number-number' format		DM		Warning						X

		FDAC193		Both AGE and AGETXT variables values are populated		Age (AGE) and Age Range (AGETXT) variables should never both be populated for the same subject		DM		Warning						X

		FDAC194		Missing values for both AGE and AGETXT, when AGEU is provided		Either of Age (AGE) or Age Range (AGETXT) variable values should be provided, when Age Units (AGEU) are populated		DM		Error						X

		FDAC195		Missing value for AGEU, when AGE or AGETXT is populated		Age Units (AGEU) variable values should be provided, when Age (AGE) or Age Range (AGETXT) variables values are populated		DM		Error						X

		FDAC196		AGE is not provided		Age (AGE) variable values should be provided, when Date/Time of Birth (BRTHDTC) variable values are populated		DM		Error						X

		FDAC197		ACTARMCD does not equal ARMCD		A value for an Actual Arm Code (ACTARMCD) variable is expected to be equal to a value of an Arm Code (ARMCD) variable.		DM		Warning						X

		FDAC198		Invalid value for ACTARMCD		The value of Actual Arm Code (ACTARMCD) should be no more than 20 characters in length		DM		Warning						X

		FDAC199		Invalid value for ACTARMCD		Actual Arm Code (ACTARMCD) values should match entries in the Trial Arms (TA) dataset, except for subjects who failed screening ('SCRNFAIL'),  or were not fully assigned to an Arm ('NOTASSGN'),  or randomized but not treated ('NOTTRT'), or recieved non-planned treatment ('UNPLAN')		DM		Error						X

		FDAC200		Invalid value for ACTARM		Description of Actual Arm (ACTARM) values should match entries in the Trial Arms (TA) dataset, except for subjects who failed screening ('Screen Failure'), or were not fully assigned to an Arm ('Not Assigned'), or randomized, but not treated ('Not Treated') or recieved non-planned treatment ('Unplanned Treatment')		DM		Error						X

		FDAC201		Missing value for DTHFL, when DTHDTC is populated		Subject Death Flag (DTHFL) value must equal 'Y', when Date/Time of Death (DTHDTC) is provided		DM		Error						X

		FDAC202		Missing value for DTHDTC, when DTHFL is populated		Date/Time of Death (DTHDTC) should be provided, when subject died (DTHFL=Y)		DM		Warning						X

		FDAC203		Missing value for DSCAT		Category for Disposition Event (DSCAT) should be populated		DS		Warning		X		X		X

		FDAC204		Missing IDVAR value, when RDOMAIN value is provided		Value of Identifying Variable (IDVAR) variable must be populated, when Related Domain Abbreviation (RDOMAIN) variable value is provided, with the only exception of 'DM' value for RDOMAIN		RELREC, SUPPQUAL		Error		X		X		X

		FDAC205		Missing value for SEUPDES, when ETCD='UNPLAN'		Description of Unplanned Element (SEUPDES) should be populated, when subject's experience for a particular period of time is represented as an unplanned Element, where Element Code (ETCD) is equal to 'UNPLAN'		SE		Warning		X		X		X

		FDAC206		No qualifiers set to 'Y', when AE is Serious		When Serious Event (AESER) variable value is 'Y', then at least one of seriousness criteria variables is expected to have value 'Y' (Involves Cancer (AESCAN), Congenital Anomaly or Birth Defect (AESCONG), Persist or Signif Disability/Incapacity (AESDISAB), Results in Death (AESDTH), Requires or Prolongs Hospitalization (AESHOSP), Is Life Threatening (AESLIFE), or Other Medicaly Important Serious Event (AESMIE))		AE		Error		X		X		X

		FDAC207		Value for --OCCUR is populated for unsolicited Intervention or Event		Occurrence (--OCCUR) may only be populated, when a given Intervention or Event has been pre-specified (--PRESP = 'Y')		INTERVENTIONS, EVENTS		Error		X		X		X

		FDAC208		AE start date is after the latest Disposition date		Start Date/Time of Adverse Event (AESTDTC) should be less than or equal to the Start Date/Time of the latest Disposition Event (DSSTDTC)		AE		Error		X		X		X

		FDAC209		AESDTH is not 'Y', when AEOUT='FATAL'		Results in Death (AEDTH) should equal 'Y', when Outcome of Adverse Event (AEOUT)  is 'FATAL'		AE		Error		X		X		X

		FDAC210		AEOUT is not 'FATAL', when AESDTH='Y'		Outcome of Adverse Event should equal 'FATAL', when Results in Death (AEDTH) is 'Y'		AE		Error		X		X		X

		FDAC211		AESER is not 'Y', when AESOD equals 'Y'		Serious Event (AESER) variable value is expected to be 'Y', when Occurred with Overdose (AESOD) variable value equals 'Y'		AE		Error		X		X		X

		FDAC212		Duplicate records		The structure of Findings class domains should be one records per Finding Result per subject. No Finding Result with the same Test Short Name (--TESTCD) for the same Subject (USUBJID) and the same Collection Date (--DTC) are expected.		FINDINGS		Warning		X		X		X

		FDAC213		Duplicate USUBJID/--DECOD/--STDTC record		The structure of Events class domains should be one records per Event per subject. No Events with the same Collected Term (--TERM), Decoded Term (--DECOD), Category (--CAT), Subcategory (--SCAT), Severity (--SEV), and Toxicity Grade (--TOXGR) values for the same Subject (USUBJID) and the same Start Date (--STDTC) are expected.		EVENTS		Warning		X		X		X

		FDAC214		Non-ASCII or non-printable characters in variable		Variables value must not include non-ASCII or non-printable characters (outside of 32-126 ASCII code range), limited to variables which values may be converted into new variable name or label (--TEST, --TESTCD, --PARM, --PARMCD, QLABEL, QNAM)		FINDINGS, TS, RELREC, SUPPQUAL		Error		X		X		X

		FDAC215		Value for --STNRHI is less than value for --STNRLO		Reference Range Upper Limit-Std Units (--STNRHI) value must be greater than or equal to Reference Range Lower Limit-Std Units (--STNRLO) value		FINDINGS		Error		X		X		X

		FDAC216		Unexpected character value in variable		Character values should not have leading space ' ' characters, or '.' as an entire value. The only exceptions are COVALn and TSVALn variables.		ALL		Warning		X		X		X

		FDAC217		High risk of truncated value for --TERM variable		SAS v5 export format has a limitation on variables length up to 200 characters. If collected value was more than 200 characters, then SUPPQUAL dataset should be used to store additional 200+ characters. Variable QNAM should have --TERM1, ---TERM2, etc. values for those records. Value splitting should be performed between words or numbers. See SDTM IG #4.1.5.3.2 for details. This risk-assessment check is triggered based on assumption that if original value was truncated, then the actual data value length is exactly 200 characters.		EVENTS		Warning		X		X		X

		FDAC218		Duplicate ELEMENT value		The value of Element (Description of Element) variable must be unique within Trial Elements (TE) domain		TE		Error		X		X		X

		FDAC219		Duplicate ETCD value		The value of Element Code (ETCD) variable must be unique within Trial Elements (TE) domain		TE		Error		X		X		X

		FDAC220		ELEMENT value is populated, when ETCD= 'UNPLAN'		Description of Element (ELEMENT) should be NULL, when subject's experience for a particular period of time is represented as an unplanned Element, where Element Code (ETCD) is equal to 'UNPLAN'		SE		Warning		X		X		X

		FDAC221		Non-unique value for ELEMENT within ETCD		Description of Element (ELEMENT) must have a unique value for a given value of Element Code (ETCD) within the domain		SE, TA		Error		X		X		X

		FDAC222		Non-unique value for ETCD within ELEMENT		Element Code (ETCD) must have a unique value for a given value of Description of Element (ELEMENT) within the domain		SE, TA		Error		X		X		X

		FDAC223		TAETORD is populated, ETCD = 'UNPLAN'		Planned Order of Elements within Arm (TAETORD) should be NULL, when subject's experience for a particular period of time is represented as an unplanned Element (ETCD = 'UNPLAN')		SE		Warning		X		X		X

		FDAC224		VISITDY is populated for unplanned visit		Planned Study Day of Visit (VISITDY) should equal NULL for unplanned visits, where Description of Unplanned Visit (SVUPDES) is populated		SV		Warning		X		X		X

		FDAC225		VISITNUM value does not match TV domain data		Visit Number (VISITNUM) values should match entries in the Trial Visits (TV) dataset, when they are planned visits (SVUPDES = NULL)		SV		Warning		X		X		X

		FDAC226		VISITNUM/VISIT/VISITDY values do not match TV domain data		The combination of Visit Number (VISITNUM), Visit Name (VISIT), and Planned Study Day of Visit (VISITDY) values should match entries in the Trial Visits (TV) dataset, when they are planned visits (SVUPDES = NULL)		SV		Warning		X		X		X

		FDAC234		Missing ADDON Trial Summary Parameter		'Added on to Existing Treatments' (ADDON) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC235		Multiple ADDON records		Trial Summary (TS) domain must contain only one record for 'ADDON' Parameter		TS		Error				X		X

		FDAC236		Missing AGEMAX Trial Summary Parameter		'Planned Maximum Age of Subjects' (AGEMAX) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC237		Invalid TSVAL value for AGEMAX		TSVAL value must be either ISO 8601 format for time period (e.g. P80Y) or null, when TSPARMCD='AGEMAX'		TS		Error				X		X

		FDAC238		Multiple AGEMAX records		Trial Summary (TS) domain must contain only one record for 'AGEMAX' Parameter		TS		Error				X		X

		FDAC239		Missing AGEMIN Trial Summary Parameter		'Planned Minimum Age of Subject' (AGEMIN) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC240		Invalid TSVAL value for AGEMIN		TSVAL value must be either ISO 8601 format for time period (e.g. P80Y) or null, when TSPARMCD='AGEMIN'		TS		Error				X		X

		FDAC241		Multiple AGEMIN records		Trial Summary (TS) domain must contain only one record for 'AGEMIN' Parameter		TS		Error				X		X

		FDAC242		Missing LENGTH Trial Summary Parameter		'Trial Length' (LENGTH) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC243		Invalid TSVAL value for LENGTH		TSVAL value must be either ISO 8601 format for time period (e.g. P80Y) or null, when TSPARMCD='LENGTH'		TS		Error				X		X

		FDAC244		Multiple LENGTH records		Trial Summary (TS) domain must contain only one record for 'LENGTH' Parameter		TS		Error				X		X

		FDAC245		Missing PLANSUB Trial Summary Parameter		'Planned Number of Subjects' (PLANSUB) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC246		Invalid TSVAL value for PLANSUB		TSVAL for PLANSUB record must be numeric		TS		Error				X		X

		FDAC247		Multiple PLANSUB Records		Trial Summary (TS) domain must contain only one record for 'PLANSUB' Parameter		TS		Error				X		X

		FDAC248		Missing RANDOM Trial Summary Parameter		'Trial is Randomized' (RANDOM) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC249		Multiple RANDOM records		Trial Summary (TS) domain must contain only one record for 'RANDOM' Parameter		TS		Error				X		X

		FDAC250		Missing SEXPOP Trial Summary Parameter		'Sex of Participants' (SEXPOP) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC251		Multiple SEXPOP records		Trial Summary (TS) domain must contain only one record for 'SEXPOP' Parameter		TS		Error				X		X

		FDAC252		Missing STOPRULE Trial Summary Parameter		'Study Stop Rules' (STOPRULE) record may be populated in Trial Summay (TS) domain. It is permissible for SDTM IG v3.1.2 data and in all more recent SDTM versions.		TS		Error				X		X

		FDAC253		Missing TBLIND Trial Summary Parameter		'Trial Blinding Schema' (TBLIND) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC254		Missing TCNTRL Trial Summary Parameter		'Control Type' (TCNTRL) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC255		Missing TDIGRP Trial Summary Parameter		'Diagnosis Group' (TDIGRP) record must be populated in Trial Summay (TS) domain, when study population is unhealthy subjects (HLTSUBJI = 'N'). It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC256		Missing TINDTP Trial Summary Parameter		'Trial Indication Type' (TINDTP) record must be populated in Trial Summay (TS) domain, when study type is 'INTERVENTIONAL'. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC257		Missing TITLE Trial Summary Parameter		'Trial Title' (TITLE) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC258		Missing TPHASE Trial Summary Parameter		'Trial Phase Classification' (TPHASE) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC259		Missing TTYPE Trial Summary Parameter		'Trial Type (TTYPE) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC260		Missing CURTRT Trial Summary Parameter		'Current Therapy or Treatment' (CURTRT) record must be populated in Trial Summay (TS) domain, when ADDON is 'Y'. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC261		Invalid TSVAL value for CURTRT		TSVAL for CURTRT record must be a valid preferred term from FDA Substance Registration System (SRS)		TS		Error				X		X

		FDAC262		Invalid TSVALCD value for CURTRT		TSVALCD for CURTRT record must be a valid unique ingredient identifier from FDA Substance Registration System (SRS)		TS		Error				X		X

		FDAC263		TSVAL/TSVALCD value mismatch for CURTRT		TSVAL and TSVALCD values must be populated from the same name record in FDA Substance Registration System (SRS)		TS		Error				X		X

		FDAC264		Invalid TSVCDREF value for CURTRT		TSVCDREF variable value must be 'UNII', when TSPARMCD='CURTRT'		TS		Error				X		X

		FDAC265		Missing OBJPRIM Trial Summary Parameter		'Trial Primary Objective' (OBJPRIM) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC266		Missing SPONSOR Trial Summary Parameter		'Clinical Study Sponsor' (SPONSOR) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC267		Invalid TSVAL value for COMPTRT		TSVAL for COMPTRT record must be a valid preferred term from FDA Substance Registration System (SRS)		TS		Error				X		X

		FDAC268		Invalid TSVALCD value for COMPTRT		TSVALCD for COMPTRT record must be a valid unique ingredient identifier from FDA Substance Registration System (SRS)		TS		Error				X		X

		FDAC269		TSVAL/TSVALCD value mismatch for COMPTRT		TSVAL and TSVALCD values must be populated from the same name record in FDA Substance Registration System (SRS)		TS		Error				X		X

		FDAC270		Invalid TSVCDREF value for COMPTRT		TSVCDREF variable value must be 'UNII', when TSPARMCD='COMPTRT'		TS		Error				X		X

		FDAC271		Missing INDIC Trial Summary Parameter		'Trial Indication'  (INDIC) record must be populated in Trial Summary (TS) domain, when study type is 'INTERVENTIONAL'. It is required for SDTM IG v3.1.2 data and all more recent SDTM versions.		TS		Error				X		X

		FDAC272		Invalid TSVAL value for INDIC		TSVAL for INDIC record must be a valid term from SNOMED CT		TS		Error				X		X

		FDAC273		Invalid TSVALCD value for INDIC		TSVALCD for INDIC record must be a valid concept id from SNOMED CT		TS		Error				X		X

		FDAC274		TSVAL/TSVALCD value mismatch for INDIC		TSVAL and TSVALCD values must be populated from the same concept description record in SNOMED CT		TS		Error				X		X

		FDAC275		Invalid TSVCDREF value for INDIC		TSVCDREF variable value must be "SNOMED", when TSPARAMCD='INDIC'		TS		Error				X		X

		FDAC276		Missing TRT Trial Summary Parameter		'Investigational Therapy or Treatment' (TRT) record must be populated in Trial Summay (TS) domain, when study type is 'INTERVENTIONAL'. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC277		Invalid TSVAL value for TRT		TSVAL for TRT record must be a valid preferred term from FDA Substance Registration System (SRS)		TS		Error				X		X

		FDAC278		Invalid TSVALCD value for TRT		TSVALCD for TRT record must be a valid unique ingredient identifier from FDA Substance Registration System (SRS)		TS		Error				X		X

		FDAC279		TSVAL/TSVALCD value mismatch for TRT		TSVAL and TSVALCD values must be populated from the same name record in FDA Substance Registration System (SRS)		TS		Error				X		X

		FDAC280		Invalid TSVCDREF value for TRT		TSVCDREF variable value must be 'UNII', when  TSPARNCD='TRT'		TS		Error				X		X

		FDAC281		Missing REGID Trial Summary Parameter		'Registry Identifier' (REGID) record may be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and all more recent SDTM versions.		TS		Warning				X		X

		FDAC282		Missing OUTMSPRI Trial Summary Parameter		'Primary Outcome Measure' (OUTMSPRI) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC283		Missing PCLAS Trial Summary Parameter		'Pharmacological Class of Investigational Therapy' (PCLAS) record must be populated in Trial Summay (TS) domain, when study type is 'INTERVENTIONAL' and if Intervention Type (INTTYPE) is one for which pharmacological class is applicable. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC284		Invalid TSVAL value for PCLAS		TSVAL for PCLAS record must be a valid term from NDF-RT		TS		Error				X		X

		FDAC285		Invalid TSVALCD value for PCLAS		TSVALCD for PCLAS record must be a valid code from NDF-RT		TS		Error				X		X

		FDAC286		TSVAL/TSVALCD value mismatch for PCLAS		TSVAL and TSVALCD values must be populated from the same  record in NDF-RT		TS		Error				X		X

		FDAC287		Invalid TSVCDREF value for PCLAS		TSVCDREF variable value must be 'NDF-RT', when TSPARMCD='PCLAS'		TS		Error				X		X

		FDAC288		Missing FCNTRY Trial Summary Parameter		'Planned Country of Investigational Sites' (FCNTRY) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC289		Invalid TSVCDREF value for FCNTRY		TSVCDREF variable value must be "ISO 3166", when TSPARMCD='FCNTRY'		TS		Error				X		X

		FDAC290		Missing ADAPT Trial Summary Parameter		'Adaptive Design' (ADAPT) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC291		Missing DCUTDTC Trial Summary Parameter		'Data Cutoff Date' (DCUTDTC) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC292		Invalid TSVAL value for DCUTDTC		TSVAL variable value must be in ISO 8601 format, when TSPARMCD='DCUTDTC'		TS		Error				X		X

		FDAC293		Missing DCUTDESC Trial Summary Parameter		'Data Cutoff Description' (DCUTDESC) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC294		Missing INTMODEL Trial Summary Parameter		'Intervention Model' (INTMODEL) record must be populated in Trial Summay (TS) domain, when study type is 'INTERVENTIONAL'. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC295		Missing NARMS Trial Summary Parameter		'Planned Number of Arms' (NARMS) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC296		Invalid TSVAL value for NARMS		TSVAL variable value must be numeric, when TSPARMCD='NARMS'		TS		Error				X		X

		FDAC297		Multiple NARMS records		Trial Summary (TS) domain must contain only one record for 'NARMS' Parameter		TS		Error				X		X

		FDAC298		Missing STYPE Trial Summary Parameter		'Study Type' (STYPE) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC299		Missing INTTYPE Trial Summary Parameter		'Intervention Type' (INTTYPE) record must be populated in Trial Summay (TS) domain, when study type is 'INTERVENTIONAL'. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC300		Missing SSTDTC Trial Summary Parameter		'Study Start Date' (SSTDTC) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC301		Invalid TSVAL value for SSTDTC		TSVAL variable value must be in ISO 8601 format, when TSPARMCD='SSTDTC'		TS		Error				X		X

		FDAC302		Missing SENDTC Trial Summary Parameter		'Study End Date' (SENDTC) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC303		Invalid TSVAL value for SENDTC		TSVAL variable value must be in ISO 8601 format, when TSPARMCD='SETDTC'		TS		Error				X		X

		FDAC304		Missing ACTSUB Trial Summary Parameter		'Actual Number of Subjects' (ACTSUB) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC305		Invalid TSVAL value for ACTSUB		TSVAL variable value must be numeric, when TSPARMCD='ACTSUB'		TS		Error				X		X

		FDAC306		Missing HLTSUBJI Trial Summary Parameter		'Healthy Subject Indicator' (HLTSUBJI) record must be populated in Trial Summay (TS) domain. It is expected for SDTM IG v3.1.2 data and required for data in all more recent SDTM versions.		TS		Error				X		X

		FDAC340		Value for <Variable Name> not found in (<Codelist ID>) CT codelist		<Variable Label> (<Variable Name>) variable values should be populated with terms found in '<Codelist Name>' (<NCI Code>) CDISC controlled terminology codelist. New values cannot be added into the CDISC CT non-extensible codelist.		ALL		Error				X		X

		FDAC341		Value for <Variable Name> not found in (<Codelist ID>) CT codelist		<Variable Label> (<Variable Name>) variable values should be populated with terms found in '<Codelist Name>' (<NCI Code>) CDISC controlled terminology codelist. New terms can be added as long as they are not duplicates, synonyms or subsets of existing standard terms.		ALL		Warning				X		X

		FDAC342		<Domain>TEST and <Domain>TESTCD values do not have the same Code in CDISC CT		In <Domain Description> (<Domain Name>) domain values for <Variable Label "Short Name"> (--TESTCD) and <Variable Label "Test Name"> (--TEST) variables must be populated using terms with the same Codelist Code value in CDISC control terminology. There is one-to-one relationship between --TESTCD and --TEST values defined in CDISC control terminology by Codelist Code value.		ALL		Error				X		X

		FDAC343		Value for <Variable Name> not found in (<Codelist ID>) CT codelist		<Variable Label> (<Variable Name>) variable values must be populated with terms found in '<Codelist Name>' (<NCI Code>) CDISC controlled terminology codelist, when <Variable Label (from WhereClause)> (<Variable Name (from WhereClause)>) <Comparator> '<Value (from WhereClause)>'. New values cannot be added into the CDISC CT non-extensible codelist.		ALL		Error				X		X

		FDAC344		Value for <Variable Name> not found in (<Codelist ID>) CT codelist		<Variable Label> (<Variable Name>) variable values must be populated with terms found in '<Codelist Name>' (<NCI Code>) CDISC controlled terminology codelist, when <Variable Label (from WhereClause)> (<Variable Name (from WhereClause)>) <Comparator> '<Value (from WhereClause)>'. New terms can be added as long as they are not duplicates, synonyms or subsets of existing standard terms.		ALL		Warning				X		X

		FDAC345		<Domain>TEST and <Domain>TESTCD values do not have the same Code in CDISC CT		In <Domain Description> (<Domain Name>) domain values for <Variable Label "Short Name"> (--TESTCD) and <Variable Label "Test Name"> (--TEST) variables must be populated using terms with the same Codelist Code value in CDISC control terminology. There is one-to-one relationship between --TESTCD and --TEST values defined in CDISC control terminology by Codelist Code value within the same <Variable Name (from WhereClause)> <Comparator> '<Value (from WhereClause)>'.		ALL		Error				X		X

		FDAC346		Value for --DECOD not found in MedDRA dictionary		Value for the Dictionary-Derived Term (--DECOD) variable must be populated using a Preferred Term of the MedDRA dictionary of a version specified in the define.xml (Case-insensitive)		AE, MH, CE		Error		X		X		X

		FDAC347		Value for --DECOD is in incorrect case		Case for the Dictionary-Derived Term (--DECOD) variable must be sentence case using a Preferred Term of the MedDRA dictionary of a version specified in the define.xml (Case-sensitive)		AE, MH, CE		Error		X		X		X

		FDAC348		Value for --BODSYS not found in MedDRA dictionary		Value for Body System or Organ Class (--BODSYS) variable must be populated using a System Organ Class of the MedDRA dictionary of a version specified in the define.xml (Case-insensitive)		AE, MH, CE		Error		X		X		X

		FDAC349		Case for --BODSYS is in incorrect case		Case for Body System or Organ Class (--BODSYS) variable must follow MedDRA sentence  case and be populated using a System Organ Class of the MedDRA dictionary of a version specified in the define.xml (Case-sensitive)		AE, MH, CE		Error		X		X		X

		FDAC350		Value for --PTCD not found in MedDRA dictionary		Value for Preferred Term Code (--PTCD) variable must be populated using a Prefered Term Code of the MedDRA dictionary of a version specified in the define.xml		AE, MH, CE		Error						X

		FDAC351		Value for --LLT not found in MedDRA dictionary		Value for Lowest Level Term (--LLT) variable must be populated using a Lowest Level Term of the MedDRA dictionary of a version specified in the define.xml (Case-insensitive)		AE, MH, CE		Error						X

		FDAC352		Value for --LLT is in incorrect case		Case for Lowest Level Term (--LLT) variable must be sentence case using a Lowest Level Term of the MedDRA dictionary of a version specified in the define.xml (Case-sensitive)		AE, MH, CE		Error						X

		FDAC353		Value for --LLTCD not found in MedDRA dictionary		Value for Lowest Level Term Code (--LLTCD) variable must be populated using a Lowest Level Term Code of the MedDRA dictionary of a version specified in the define.xml		AE, MH, CE		Error						X

		FDAC354		Value for --HLT not found in MedDRA dictionary		Value for High Level Term Code (--HLT) variable must be populated using a High Level Term of the MedDRA dictionary of a version specified in the define.xml (Case-insensitive)		AE, MH, CE		Error						X

		FDAC355		Value for --HLT is in incorrect case		Case for High Level Term Code (--HLT) variable must be sentence case using a High Level Term of the MedDRA dictionary of a version specified in the define.xml (Case-sensitive)		AE, MH, CE		Error						X

		FDAC356		Value for --HLTCD not found in MedDRA dictionary		Value for High Level Term Code (--HLTCD) variable must be populated using a High Level Term Code of the MedDRA dictionary of a version specified in the define.xml		AE, MH, CE		Error						X

		FDAC357		Value for --HLGT not found in MedDRA dictionary		Value for High Level Group Term Code (--HLGT) variable must be populated using a High Level Group Term of the MedDRA dictionary of a version specified in the define.xml (Case-insensitive)		AE, MH, CE		Error						X

		FDAC358		Value for --HLGT is in incorrect case		Case for High Level Group Term Code (--HLGT) variable must be sentence case using a High Level Group Term of the MedDRA dictionary of a version specified in the define.xml (Case-sensitive)		AE, MH, CE		Error						X

		FDAC359		Value for --HLGTCD not found in MedDRA dictionary		Value for High Level Group Term Code (--HLGTCD) variable must be populated using a High Level Group Term Code of the MedDRA dictionary of a version specified in the define.xml		AE, MH, CE		Error						X

		FDAC360		Value for --BDSYCD not found in MedDRA dictionary		Value for Body System or Organ Class Code (--BDSYCD) variable should be populated using a System Organ Class Code of the MedDRA dictionary of a version specified in the define.xml		AE, MH, CE		Warning						X

		FDAC361		Value for --SOC not found in MedDRA dictionary		Value for System Organ Class (--SOC) variable must be populated using a System Organ Class of the MedDRA dictionary of a version specified in the define.xml (Case-insensitive)		AE, MH, CE		Error						X

		FDAC362		Value for --SOC is in incorrect case		Case for System Organ Class (--SOC) variable must be sentence case using a System Organ Class of the MedDRA dictionary of a version specified in the define.xml (Case-sensitive)		AE, MH, CE		Error						X

		FDAC363		Value for --SOCCD not found in MedDRA dictionary		Value for System Organ Class Code (--SOCCD) variable must be populated using a System Organ Class Code of the MedDRA dictionary of a version specified in the define.xml		AE, MH, CE		Error						X
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SEND Rules 2.1

		FDA Rule ID		MESSAGE		DESCRIPTION		DOMAINS		SEVERITY

		FDAN001		Missing DM dataset		Demographics (DM) dataset must be included in every submission		DM		Error

		FDAN002		Missing TS dataset		Trial Summary (TS) dataset must be included in every submission		TS		Error

		FDAN011		Missing TX dataset		Trial Sets (TX) dataset should be included in every submission		TX		Error

		FDAN012		Missing MB dataset, when MS dataset is present		Microbiology Specimen (MB) dataset should be included, when a Microbiology Susceptibility Test (MS) dataset is present				Warning

		FDAN013		Incompatible data source		Domain table must have a valid format (e.g., SAS transport (XPORT) v.5 or text-delimited)		ALL		Error

		FDAN014		No records in data source		Domain table should have at least one record		TS, TX, DM		Error

		FDAN015		No records in data source		Domain table should have at least one record		TE, TA, SC, SE, EX, BW, BG, FW, LB, DD, DS, CL, MI, MA, OM, PM, PC, PP, TF, CO, EG, VS, RELREC, SUPP, POOLDEF		Warning

		FDAN016		Dataset is greater than 1 GB in size		Large datasets should be split into smaller datasets no larger than 1 GB in size.				Warning

		FDAN017		SEND Required variable not found		Variables described in SEND as Required must be included in the dataset		ALL		Error

		FDAN018		NULL value in variable marked as Required		Required variables (where Core attribute is 'Req') cannot be NULL for any records		ALL (Except TS)		Warning

		FDAN019		NULL value in variable marked as Required		Required variables (where Core attribute is 'Req') cannot be NULL for any records		TS		Error

		FDAN020		SEND Expected variable not found		Variables described in SEND as Expected should be included in the dataset		ALL		Warning

		FDAN024		Domain referenced in define.xml but dataset is missing		Domains referenced in data definition document (define.xml) should be included in the submission		TS,TE, TX, TA, DM, SC, SE, EX, BW, BG, FW, LB, DD, DS, CL, MI, MA, OM, PM, PC, PP, TF, CO, EG, VS, RELREC, SUPP, POOLDEF		Warning

		FDAN025		Variable in define.xml is not present in the dataset		Variables listed in the data definition document (define.xml) should be included in the dataset		TS,TE, TX, TA, DM, SC, SE, EX, BW, BG, FW, LB, DD, DS, CL, MI, MA, OM, PM, PC, PP, TF, CO, EG, VS, RELREC, SUPP, POOLDEF		Warning

		FDAN026		Variable in dataset is not present in define.xml		Variables included in the dataset must be described in the data definition document (define.xml)				Error

		FDAN027		Variable appears in dataset, but is not in SDTM model		Only variables listed in SDTM model should appear in a dataset. New sponsor defined variables must not be added, and existing variables must not be renamed or modified		ALL		Error

		FDAN028		Variable prohibited for use in SDTM		Variables described in IG as inappropriate for usage must be not included in the dataset				Error

		FDAN029		Variable which can be used only in SDTM		Variables designed only for SDTM human studies must be not included in the SEND dataset				Warning

		FDAN030		Variable not recommended for use		Variables described in IG as not recommended for usage should be not included in the dataset				Warning

		FDAN031		Model permissible variable added into standard domain		SDTM model variable may be added into standard domains according its domain general class, if there are no resctrictions on their usage specified in IG				Warning

		FDAN032		SEND/dataset variable type mismatch		Variable Data Types in the dataset should match the variable data types described in SEND		ALL		Error

		FDAN033		SEND/dataset variable label mismatch		Variable Label in the dataset should match the variable label described in SEND. When creating a new domain Variable Labels could be adjusted as appropriate to properly convey the meaning in the context of the data being submitted.				Warning

		FDAN034		Define.xml/dataset variable type mismatch		Variable Data Types in the dataset must match the variable data types described in the data definition document (define.xml)		TS,TE, TX, TA, DM, SC, SE, EX, BW, BG, FW, LB, DD, DS, CL, MI, MA, OM, PM, PC, PP, TF, CO, EG, VS, RELREC, SUPP, POOLDEF		Warning

		FDAN035		Variable is in wrong order within domain		Order of variables should be as specified by CDISC standard				Warning

		FDAN036		Variable length is too long for actual data		Variable length should be assigned based on actual stored data to minimize file size. Datasets should be re-sized to the maximum length of actual data used prior to splitting.				Error

		FDAN037		Value for variable not found in user-defined codelist		Variable values should be populated with terms found in the user-defined codelist associated with the variable in define.xml		ALL		Warning

		FDAN038		Invalid ISO 8601 value for *DTC variable		Value of Dates/Time variables (*DTC) must conform to the ISO 8601 international standard		ALL		Error

		FDAN039		Invalid ISO 8601 value for (--DUR, --ELTM, or --EVLINT) variable		Value of Duration, Elapsed Time, and Interval variables (--DUR, --ELTM, --EVLINT) must conform to the ISO 8601 international standard		ALL		Error

		FDAN040		Subject is not present in DM domain		All Subjects (USUBJID) must be present in Demographics (DM) domain		Interventions, Events, Findings,  SE,		Error

		FDAN041		Duplicate USUBJID		The value of Unique Subject Identifier (USUBJID) variable must be unique for each subject across all trials in the submission		DM		Error

		FDAN042		Missing or redundant values for USUBJID and POOLID		Either Unique Subject Identifier (USUBJID) or Pool Identifier (POOLID) variables values and only one must be populated		EX, CL, FW, LB, PC, PP		Error

		FDAN043		Invalid STUDYID		Study Identifier (STUDYID) values must match the STUDYID in Demographics (DM) domain		TS, TA, TX, TE, POOLDEF, SUPP--, CO, RELREC		Error

		FDAN044		Duplicate value for --SEQ variable		The value of Sequence Number (--SEQ) variable must be unique for each record within a domain and within each Unique Subject Identifier (USUBJID) or Pool Identifier (POOLID) variables value when they are present in the domain.				Error

		FDAN045		Non-unique value for TSSEQ variable within TSPARMCD		Sequence Number (TSSEQ) must have a  unique value for a given value of Trial Summary Parameter Short Name (TSPARMCD) within the domain		TS		Warning

		FDAN047		SUPPQUAL duplicate records		All SUPPQUAL Domains records are associated with a single parent record and must have a unique combination of Study Identifier (STUDYID), Unique Subject Identifier (USUBJID), Identifying Variable (IDVAR), Identifying Variable Value (IDVARVAL) and Qualifier Variable Name (QNAM) variable value. For all SUPPQUAL domain record all The QNAM variable should be unique for each parent record.		MA, MI, TF		Error

		FDAN048		Duplicate SUBJID		The value of Subject Identifier for the Study (SUBJID) variable must be unique for each subject within the study				Error

		FDAN049		EX record is present, when subject is not assigned to an arm		Subjects that have withdrawn from a trial before assignment to an Arm (ARMCD='NOTASSGN') should not have any Exposure records				Warning

		FDAN050		Exposure end date is after the latest Disposition date		End Date/Time of Treatment (EXENDTC) should be less than or equal to the Start Date/Time of the latest Disposition Event (DSSTDTC)		EX		Warning

		FDAN051		No --BLFL variable in custom Findings domain		Baseline Flag (--BLFL) should be present in all custom Findings domains				Warning

		FDAN052		No Disposition record found for subject		All Demographics (DM) subjects (USUBJID) should have at least one record in the Disposition (DS) domain with only possible exceptions to Screen Failures (ARMCD='SCRNFAIL') and Not Assigned Treatment (ARMCD='NOTASSGN') subjects		DS		Warning

		FDAN053		No Exposure record found for subject		All Demographics (DM) subjects (USUBJID) participating in a study that includes investigational product should have at least one record in the Exposure (EX) domain, except for subjects who failed screening (ARMCD = 'SCRNFAIL') or were not fully assigned to an Arm (ARMCD = 'NOTASSGN')		EX		Warning

		FDAN055		Permissible variable with missing value for all records		Premissible variable whould not be present in domain, when the variable has missing value for all records in the dataset				Warning

		FDAN056		Inconsistent value for DOMAIN		Domain Abbreviation (DOMAIN) variable should be consistent with the name of the dataset				Warning

		FDAN057		Invalid value for --TEST variable		The value of Name of Measurement, Test or Examination (--TEST) should be no more than 40 characters in length		SC, BW, BG, FW, LB, DD, CL, MI, MA, OM, PM, PC, PP, TF, EG, VS		Warning

		FDAN058		Invalid value for --TESTCD variable		The value of a Short Name of Measurement, Test or Examination (--TESTCD) variable should be limited to 8 characters, cannot start with a number, and cannot contain characters other than letters in upper case, numbers, or underscores		SC, BW, BG, FW, LB, DD, CL, MI, MA, OM, PM, PC, PP, TF, EG, VS		Warning

		FDAN059		Invalid value for --PARM variable		The value of Parameter (--PARM) variable should be no more than 40 characters in length		TS		Warning

		FDAN060		Invalid value for --PARMCD variable		The value of Parameter Short Name (--PARMCD) variables should be no more than 8 characters in length		TS		Warning

		FDAN061		Invalid ARMCD		Planned Arm Code (ARMCD) values should match entries in the Trial Arms (TA) dataset, except for subjects who failed screening (ARMCD = 'SCRNFAIL') or were not fully assigned to an Arm (ARMCD = 'NOTASSGN')		DM		Warning

		FDAN062		Invalid ETCD		Element Code (ETCD) values should match entries in the Trial Elements (TE) dataset, except for unplanned Element (ETCD = 'UNPLAN')		SE, TA		Warning

		FDAN064		Invalid ARM/ARMCD		The combination of Description of Planned Arm (ARM) and Planned Arm Code (ARMCD) values must match entries in the Trial Arms (TA) dataset, except for subjects who failed screening (ARMCD = 'SCRNFAIL') or were not fully assigned to an Arm (ARMCD = 'NOTASSGN')		DM		Warning

		FDAN065		Invalid RDOMAIN		Related Domain Abbreviation (RDOMAIN) must have a valid value of Domains included in the study data		CO, RELREC, SUPPQUAL		Warning

		FDAN066		Invalid IDVAR		Identifying Variable (IDVAR) must have a valid value of variables from a referenced Domain		CO, RELREC, SUPPQUAL		Warning

		FDAN067		Invalid value for ARMCD		The value of Planned Arm Code (ARMCD) should be no more than 20 characters in length		TA, DM		Warning

		FDAN069		Non-unique value for TAETORD within ARMCD		Order of Element within Arm (TAETORD) must have a unique value for a given value of Planned Arm Code (ARMCD) within the domain				Error

		FDAN070		Invalid value for ETCD		The value of Element Code (ETCD) should be no more than 8 characters in length		TA, SE, TE		Warning

		FDAN071		Invalid value for QLABEL		Qualifier Variable Label (QLABEL) value may have up to 40 characters		SUPPQUAL		Warning

		FDAN072		Invalid dataset name for split domain		Split datasets must not have name of original domain. E.g., lbhm.xpt is a valid name, when lb.xpt is not a valid dataset name for split domain.				Error

		FDAN073		Invalid value for QNAM variable		The value of Qualifier Variable Name (QNAM) should be limited to 8 characters, cannot start with a number, and cannot contain characters other than letters in upper case, numbers, or underscores		SUPPQUAL		Warning

		FDAN074		Invalid referenced record		Reference record defined by Related Domain Abbreviation (RDOMAIN), Unique Subject Identifier (USUBJID), Identifying Variable (IDVAR) and Identifying Variable Value (IDVARVAL) must exist in the target Domain		RELREC		Warning

		FDAN075		Invalid ETCD/ELEMENT		The combination of Element Code (ETCD) and Description of Element (ELEMENT) values should match entries in the Trial Elements (TE) dataset, except for unplanned Element (ETCD = 'UNPLAN')		SE, TA		Warning

		FDAN076		Invalid TAETORD		Order of Element within Arm (TAETORD) values should match entries in the Trial Arms (TA) dataset		TA		Warning

		FDAN077		Invalid value for RELTYPE variable		Relationship Type (RELTYPE) must be NULL, when Identifying Variable (IDVAR) is populated with a --SEQ value		RELEC		Warning

		FDAN078		Invalid value for RELTYPE variable		Relationship Type (RELTYPE)  variable values should be populated with terms 'ONE', 'MANY', when Related Records (RELREC) dataset is used to identify relationships between datasets.				Error

		FDAN079		Invalid EPOCH		Epoch (EPOCH) values should match entries in the Trial Arms (TA) dataset				Warning

		FDAN081		Negative value for --DOSE		Non-missing Dose (--DOSE) value must be greater than or equal to 0				Error

		FDAN082		Negative value for --DUR		Non-missing Duration of Event, Exposure or Observation (--DUR) value must be greater than or equal to 0				Error

		FDAN083		Negative value for AGE		The value of Age (AGE) cannot be less than 0				Error

		FDAN084		Inconsistent value for Standard Units		Standard Units (--STRESU) must be consistent for all records with same Short Name of Measurement, Test or Examination (--TESTCD), Category (--CAT), Specimen Type (--SPEC) and Method of Test or Examination (--METHOD)		BW, BG, FW, LB, OM, PM, PC, PP, EG, VS		Warning

		FDAN085		Inconsistent value for --TEST within --TESTCD		All values of Name of Measurement, Test or Examination (--TEST) should be the same for a given value of Short Name of Measurement, Test or Examination (--TESTCD)		SC, BW, BG, FW, LB, DD, CL, MI, MA, OM, PM, PC, PP, TF, EG, VS		Warning

		FDAN086		Inconsistent value for --TESTCD within --TEST		All values of Short Name of Measurement, Test or Examination (--TESTCD) should be the same for a given value of Name of Measurement, Test or Examination (--TEST)		SC, BW, BG, FW, LB, DD, CL, MI, MA, OM, PM, PC, PP, TF, EG, VS		Warning

		FDAN087		Inconsistent value for --PARM within --PARMCD		All values of a Parameter (--PARM) variables should be the same for a given value of a Parameter Short Name (--PARMCD) variables		TS, TX		Warning

		FDAN088		Inconsistent value for --PARMCD within --PARM		All values of a Parameter Short Name (--PARMCD) variables should be the same for a given value of a Parameter (--PARM) variables		TS, TX		Warning

		FDAN089		Inconsistent value for QLABEL within QNAM		All values of Qualifier Variable Label (QLABEL) should be the same for a given value of Qualifier Variable Name (QNAM)		SUPPQUAL		Warning

		FDAN090		Inconsistent value for QNAM within QLABEL		All values of Qualifier Variable Name (QNAM) should be the same for a given value of Qualifier Variable Label (QLABEL)				Warning

		FDAN093		Inconsistent value for ARM		A value for Description of Planned Arm (ARM) must have a unique value for Planned Arm Code (ARMCD) with the domain		DM, TA		Warning

		FDAN094		Inconsistent value for ARMCD		A value for Planned Arm Code (ARMCD) must have a unique value for Description of Planned Arm (ARM) with the domain		DM, TA		Warning

		FDAN099		Inconsistent value for --TPT within --ELTM		All values of Planned Elapsed Time (--ELTM) variable should be the same for a given value of Planned Time Point Name (--TPT) variable		EX, LB, CL, PC, EG, VS		Warning

		FDAN100		Inconsistent value for --TPT within --TPTNUM		All values of Planned Time Point Name (--TPT) variable should be the same for a given value of Planned Time Point Number (--TPTNUM) variable		EX, LB, CL, PC, EG, VS		Warning

		FDAN101		Inconsistent value for --TPTNUM within --TPT		All values of Planned Time Point Number (--TPTNUM) variable should be the same for a given value of Planned Time Point Name (--TPT) variable		EX, LB, CL, PC, EG, VS		Warning

		FDAN106		--STDY is after --ENDY		Study Day of Start of Event, Exposure or Observation (--STDY) must be less or equal to Study Day of End of Event, Exposure or Observation (--ENDY)		EX		Warning

		FDAN107		--STDTC is after --ENDTC		Start Date/Time of Event, Exposure or Observation (--STDTC) must be less or equal to End Date/Time of Event, Exposure or Observation (--ENDTC)		SE, EX, DS		Warning

		FDAN108		--DTC is after --ENDTC		Date/Time of Specimen Collection (--DTC) must be less or equal to End Date/Time of Specimen Collection (--ENDTC)		SC, BW, BG, FW, LB, DD, CL, MI, MA, OM, PM, PC, TF, CO, EG, VS		Warning

		FDAN109		RFSTDTC is not provided for a randomized subject		Subject Reference Start Date/Time (RFSTDTC) should be populated for all randomized subjects, those where Planned Arm Code (ARMCD) is not equal to 'SCRNFAIL' or 'NOTASSGN'				Warning

		FDAN111		RFSTDTC is after RFENDTC		Subject Reference Start Date/Time (RFSTDTC) must be less than or equal to Subject Reference End Date/Time (RFENDTC)		DM		Warning

		FDAN112		Value of Study Day variable equals 0		Study Day variables (*DY) value should not equal 0		ALL		Warning

		FDAN114		Missing value for --STRESC, when --DRVFL='Y'		Character Result/Finding in Std Format (--STRESC) value should not be NULL, when Derived Flag (--DRVFL) value is 'Y'				Warning

		FDAN117		Missing End Time-Point value		One of End Time-Point variables values is expected to be populated when an event or an intervention occurred. (E.g., one of End Date/Time of Event or Intervention (--ENDTC), End Relative to Reference Period (--ENRF), and End Relative to Reference Period (--ENRTPT) variables values should not be missing, or Occurrence (--OCCUR) variable value should be 'N')				Warning

		FDAN118		Missing Start Time-Point value		One of Start Time-Point variables values is expected to be populated when an event an intervention occurred. (E.g., one of Start Date/Time of Event or Intervention (--STDTC), Start Relative to Reference Period (--STRF), and Start Relative to Reference Period (--STRTPT) variables values should not be missing, or Occurrence (--OCCUR) variable value should be 'N')				Warning

		FDAN119		Missing value for --DTC, when --ENDTC is provided		Date/Time of Collection (--DTC) should not be NULL, when End Date/Time of Observation (--ENDTC) is not NULL		BG, FW, LB, EG, VS		Warning

		FDAN120		Missing value for --STTPT, when --STRTPT is populated		Start Reference Time Point (--STTPT) must not be NULL, when Start Relative to Reference Time Point (--STRTPT) is provided				Warning

		FDAN121		Missing value for --ENTPT, when --ENRTPT is populated		End Reference Time Point (--ENTPT) must not be NULL, when End Relative to Reference Time Point (--ENRTPT) is provided				Warning

		FDAN123		Missing value for --TPT, when --TPTNUM is provided		Planned Time Point Name (--TPT) should not be NULL, when Planned Time Point Number (--TPTNUM) is populated		EX, LB, CL, PC, EG, VS		Warning

		FDAN125		--DY variable value is not populated		Collection Study Day (--DY) variable value should be populated, when Collection Study Date/Time (--DTC) and Subject Reference Start Date/Time (RFSTDTC) variables values are provided, and both of them include complete date part.				Warning

		FDAN127		Incorrect value for --DY variable		Collection Study Day (--DY) variable value should be populated as defined by CDISC standards: --DY = (date portion of --DTC) - (date portion of RFSTDTC) +1 if --DTC is on or after RFSTDTC; --DY = (date portion of --DTC) - (date portion of RFSTDTC) if --DTC precedes RFSTDTC.				Warning

		FDAN128		Missing --STDY variable, when --STDTC variable is present		Study Day of Start (--STDY) variable should be included into dataset, when Start Study Date/Time (--STDTC) variable is present				Warning

		FDAN129		--STDY variable value is not populated		Study Day of Start (--STDY) variable value should be populated, when Start Study Date (--STDTC) and Subject Reference Start Date/Time (RFSTDTC) variables values are provided, and both of them include complete date part.				Warning

		FDAN131		Incorrect value for --STDY variable		Study Day of Start (--STDY) variable value should be populated as defined by CDISC standards: --STDY = (date portion of --STDTC) - (date portion of RFSTDTC) +1 if --STDTC is on or after RFSTDTC; --STDY = (date portion of --STDTC) - (date portion of RFSTDTC) if --STDTC precedes RFSTDTC.				Warning

		FDAN132		Missing --ENDY variable, when --ENDTC variable is present		Study Day of End (--ENDY) variable should be included into dataset, when End Study Date/Time (--DTC) variable is present				Warning

		FDAN133		--ENDY variable value is not populated		Study Day of End (--ENDY) variable value should be populated, when End Study Date/Time (--ENDTC) and Subject Reference Start Date/Time (RFSTDTC) variables values are provided, and both of them include complete date part.				Warning

		FDAN134		CODTC is populated, when comment is a child record of another domain		The value of Date/Time of Comment (CODTC) should be NULL, when comments are related to a specific parent record or group of parent records in a domain (RDOMAIN, IDVAR and IDVARVAL are populated)		CO		Warning

		FDAN136		Incorrect value for --ENDY variable		Study Day of End (--ENDY) variable value should be populated as defined by CDISC standards: --ENDY = (date portion of --STDTC) - (date portion of RFSTDTC) +1 if --ENDTC is on or after RFSTDTC; --ENTDY = (date portion of --ENDTC) - (date portion of RFSTDTC) if --ENDTC precedes RFSTDTC.				Warning

		FDAN139		Missing value for --TPTNUM, when --TPT is provided		Planned Time Point Number (--TPTNUM) should not be NULL, when Planned Time Point Name (--TPT) is populated		EX, LB, CL, PC, EG, VS		Warning

		FDAN140		Missing values for TEENRL and TEDUR		At least one of Rule for End of Element (TEENRL) or Planned Duration of Element (TEDUR) should be populated		TE		Warning

		FDAN141		Missing value for --TPTREF, when --ELTM is provided		Time Point Reference (--TPTREF) should not be NULL, when Planned Elapsed Time from Time Point Ref (--ELTM) is populated		EX, BG, LB, CL, PC, EG, VS		Warning

		FDAN142		Missing --ENTPT variable, when --ENRTPT variable is present		End Reference Time Point (--ENTPT) variable must be included into the domain, when End Relative to Reference Time Point (--ENRTPT) variable is present				Error

		FDAN143		Missing --ENRTPT variable, when --ENTPT variable is present		End Reference to Reference Time Point (--ENRTPT) variable must be included into the domain, when End Relative Time Point (--ENTPT) variable is present				Error

		FDAN144		Missing --STTPT variable, when --STRTPT variable is present		Start Reference Time Point (--STTPT) variable must be included into the domain, when Start Relative to Reference Time Point (--STRTPT) variable is present				Error

		FDAN145		Missing --STRTPT variable, when --STTPT variable is present		Start Reference to Reference Time Point (--STRTPT) variable must be included into the domain, when Start Relative Time Point (--STTPT) variable is present				Error

		FDAN148		Missing values for both --DTC and --DY variables		Start Date/Time of Observation (--DTC) or Study Day of Observation (--DY) should be populated in the Findings observation class where data are usually collected at multiple study days				Warning

		FDAN149		Missing value for --TPTREF		Time Point Reference (--TPTREF) variable values should be provided, when Date/Time of Reference Time Point (--RFTDTC) variable values are populated		EX, BG, LB, CL, PC, EG, VS		Warning

		FDAN150		Missing values for all required set(s) of timing variables [DM.RFSTDTC with --DTC] , --DY and DSSTDY,		At least one of these variables or sets of variables should be populated: (DM.RFSTDTC and --DTC) or --DY or DSSTDY.  Required timing variables for identification of the day on which group summaries (Group Means and Incidences) are calculated.		OM, MA, MI, TF, DM		Error

		FDAN151		Missing values for all required set(s) of timing variables [DM.RFSTDTC with --DTC] , --DY and VISITDY,		At least one of the these variables or sets of variables should be populated: (DM.RFSTDTC and --DTC) or --STDY, or --VISITDY. Required timing variables for identification of the day on which group summaries (Group Means and Incidences) are calculated.		BW, CL, LB, PM, VS, EG, DM		Warning

		FDAN152		Missing values for all required set(s) of timing variables [DM.RFSTDTC with --DTC & --ENDTC] and [--DY & --ENDY]		At least one of these sets of timing variables should be fully populated: (DM.RFSTDTC, --DTC, --ENDTC)  or (--DY, --ENDY). Required timing variables for identification of the day on which group summaries (Group Means and Incidences) are calculated.		BG, DM		Warning

		FDAN153		Missing values for required timing variables DM.RFSTDTC and --DTC		DM.RFSTDTC and --DTC must be present and populated.  Required timing variables for identification of the day on which group summaries (Group Means and Incidences) are calculated.		PC, DM		Warning

		FDAN154		Missing value for --ORRESU, when --ORRES is provided		Original Units (--ORRESU) should not be NULL, when Result or Finding in Original Units (--ORRES) is provided				Warning

		FDAN155		Both --DOSE and --DOSTXT values are populated		Only one of Dose (--DOSE) or Dose Description (--DOSTXT) variables must be populated on the same record				Error

		FDAN156		Comments in SUPPQUAL domain		Comments should be stored in Comments (CO) domain, rather than be put into Supplemental Qualifier (SUPP--) domains				Warning

		FDAN158		Inappropriate usage of variables in CO domain		In Comments (CO) domain, only following Identifier and Timing variables that are permissible and may be added as appropriate when comments are not related to other domain records (RDOMAIN and IDVAR variables values are not populated): COGRPID, COREFID, COSPID, VISIT, VISITNUM, VISITDY, TAETORD, CODY, COTPT, COTPTNUM, COELTM, COTPTREF, CORFTDTC.				Warning

		FDAN159		Inconsistent variable length within split datasets		Split datasets should have matching variable lengths for future merges. Datasets should be resized to the maximum length used prior to splitting.				Warning

		FDAN161		Redundancy in paired variables values		Value of Category (--CAT) should not be identical to that in Domain Abbreviation (DOMAIN); Reported Term (--TERM); Name of Measurement, Test, or Examination (--TESTCD); Name of Treatment (--TRT); Body System or Organ Class (--BODSYS)		LB, CL, PC, PP, EG, VS		Warning

		FDAN162		Redundancy in paired variables values		Value of Subcategory (--SCAT) should not be  identical to that in Domain Abbreviation (DOMAIN); Reported Term (--TERM); Name of Measurement, Test, or Examination (--TESTCD); Name of Treatment (--TRT); Body System or Organ Class (--BODSYS)		LB, CL, PC, PP, VS		Warning

		FDAN163		Invalid usage of SUPPQUAL for non-general-observation-class Domain		Supplemental Qualifiers special purpose dataset (SUPP--) can only be used to capture non-standard variables and their association to parent records in general-observation-class datasets (Events, Findings, Interventions) and Demographics		SUPPQUAL		Warning

		FDAN164		Unexpected value for IDVAR/IDVARVAL		Both Identifying Variable (IDVAR) and Identifying Variable Value (IDVARVAL) should not be populated, when relating information to the Demographics (DM) domain				Warning

		FDAN167		Values for --CAT and --SCAT are identical		Values of Category (--CAT) and Subcategory (--SCAT) variables should not be identical				Warning

		FDAN168		Missing value for --ORRES, when --ORRESU is provided		Result or Finding in Original Units (--ORRES) should not be NULL, when Original Units (--ORRESU) is provided		BW, BG, FW, LB, MI, MA, OM, PM, PC, PP, EG, VS		Warning

		FDAN169		Missing value for --STRESU, when --STRESC is provided		Standard Units (--STRESU) should not be NULL, when Character Result/Finding in Std Units (--STRESC) is provided		BW, BG, FW, LB, OM, PM, PC, PP, EG, VS		Warning

		FDAN170		Missing value for --STRESC, when --STRESU is provided		Character Result/Finding in Std Units (--STRESC) should not be NULL, when Standard Units (--STRESU) is provided		BW, BG, FW, LB, OM, PM, PC, PP, EG, VS		Warning

		FDAN171		Missing value for --STRESC, when --ORRES is provided		Character Result/Finding in Std Units (--STRESC) must be populated, when Result or Finding in Original Units (--ORRES) is provided		SC, BW, BG, FW, LB, DD, CL, MI, MA, OM, PM, PC, PP, TF, EG, VS		Warning

		FDAN172		Missing value for --STRESN		Standardized Result in Numeric Format (--STRESN) variable value should be populated, when Standardized Result in Character Format (--STRESC) variable value represents a numeric value		SC, BW, BG, FW, LB, OM, PM, PC, PP, EG, VS		Warning

		FDAN173		Missing --STRESC value for Baseline record		A Standard Result value (--STRESC) is expected to be populated for Baseline records (--BLFL="Y")				Warning

		FDAN174		Missing value for --STRESC, when --RESCAT is populated		Character Result/Finding in Std Units (--STRESC) should be provided, when Result Category (--RESCAT) is specified		DD, CL, MI		Warning

		FDAN175		Missing value for --STAT, when --REASND is provided		Completion Status (--STAT) should be set to 'NOT DONE', when Reason Not Done (--REASND) is populated				Warning

		FDAN176		Missing value for --REASND, when --STAT is 'NOT DONE'		Value of Reason Not Done (--REASND) variable should be populated, when Status (--STAT) variable value is 'NOT DONE'.		BW, BG, FW, LB, CL, MI, MA, OM, PM, PC, PP, TF, EG, VS		Warning

		FDAN177		--STAT does not equal 'NOT DONE', when --PRESP='Y' and --OCCUR is NULL		When no response is provided for Occurrence (--OCCUR) for a pre-specified Intervention or Event (--PRESP = 'Y'), then Status (--STAT) should be set to 'NOT DONE'				Warning

		FDAN178		Missing value for --ORRES, when --STAT or --DRVFL is not populated		Status (--STAT) should be set to 'NOT DONE' or Derived Flag (--DRVFL) should have a value of 'Y', when Result or Finding in Original Units (--ORRES) is NULL		SC, BW, BG, FW, LB, DD, CL, MI, MA, OM, PM, PC, PP, TF, EG, VS		Warning

		FDAN179		Value for --ORRES is populated, when --STAT is 'NOT DONE'		Status (--STAT) should be NULL, when Result or Finding in Original Units (--ORRES) is provided				Warning

		FDAN180		--ORRES value is populated, when --STAT is 'NOT DONE'		Value of Original Result (--ORRES) variable is expected to be missing, when observation was not performed (Status (--STAT) is 'NOT DONE')		SC, BW, BG, FW, LB, DD, CL, MI, MA, OM, PM, PC, PP, TF, EG, VS		Warning

		FDAN183		Missing value for --DOSU, when --DOSE, --DOSTXT or --DOSTOT is provided		Dose Units (--DOSU) must be populated, when Dose per Administration (--DOSE), Dose Description (--DOSTXT) or Total Daily Dose (--DOSTOT) is provided		EX		Warning

		FDAN184		Missing value for --TRTV, when --VAMT is not NULL		Treatment Vehicle (--TRTV) should be provided, when Treatment Vehicle Amount (--VAMT) is specified				Warning

		FDAN185		Missing value for --VAMTU, when --VAMT is populated		Treatment Vehicle Amount Units (--VAMTU) should not be NULL,  when Treatment Vehicle Amount (--VAMT) is populated		EX		Warning

		FDAN186		Missing --CAT value, when --SCAT value is populated		Value for Category (--CAT) variable should be populated, when value for Subcategory (--SCAT) variable is populated				Error

		FDAN187		Missing --CAT variable, when --SCAT variable is present		Category (--CAT) variable should be included into dataset, when Subcategory (--SCAT) variable is present				Warning

		FDAN190		Neither AGE nor AGETXT variables are present		At least one of Age (AGE) or Age Text (AGETXT) variables should be inculded into Demographics (DM) domain				Error

		FDAN191		Neither of AGE or AGETXT variables values are populated		Value for Age (AGE) of Age Range (AGETXT) variables should be populated for all subjects with only exception for Screen Failures (ARMCD=SCRNFAIL) and Not Assigned (ARMCD=NOTASSGN) subejcts		DM		Warning

		FDAN192		Invalid value for AGETXT		Age Range (AGETXT) variable values should be populated with 'number-number' format		DM		Warning

		FDAN193		Both AGE and AGETXT variables values are populated		Age (AGE) and Age Range (AGETXT) variables should never both be populated for the same subject		DM		Warning

		FDAN194		Missing values for both AGE and AGETXT, when AGEU is provided		Either of Age (AGE) or Age Range (AGETXT) variable values should be provided, when Age Units (AGEU) are populated		DM		Warning

		FDAN195		Missing value for AGEU, when AGE or AGETXT is populated		Age Units (AGEU) variable values should be provided, when Age (AGE) or Age Range (AGETXT) variables values are populated		DM		Warning

		FDAN196		AGE is not provided		Age (AGE) variable values should be provided, when Date/Time of Birth (BRTHDTC) variable values are populated				Error

		FDAN204		Missing IDVAR value, when RDOMAIN value is provided		Value of Identifying Variable (IDVAR) variable must be populated, when Related Domain Abbreviation (RDOMAIN) variable value is provided, with the only exception of 'DM' value for RDOMAIN				Warning

		FDAN205		Missing value for SEUPDES, when ETCD='UNPLAN'		Description of Unplanned Element (SEUPDES) should be populated, when subject's experience for a particular period of time is represented as an unplanned Element, where Element Code (ETCD) is equal to 'UNPLAN'		SE		Warning

		FDAN207		Value for --OCCUR is populated for unsolicited Intervention or Event		Occurrence (--OCCUR) may only be populated, when a given Intervention or Event has been pre-specified (--PRESP = 'Y')				Error

		FDAN212		Duplicate records		The structure of Findings class domains should be one records per Finding Result per subject. No Finding Result with the same Test Short Name (--TESTCD) for the same Subject (USUBJID) and the same Collection Date (--DTC) are expected.				Warning

		FDAN215		Value for --STNRHI is less than value for --STNRLO		Reference Range Upper Limit-Std Units (--STNRHI) value must be greater than or equal to Reference Range Lower Limit-Std Units (--STNRLO) value		LB		Warning

		FDAN216		Unexpected character value in variable		Character values should not have leading space ' ' characters, or '.' as an entire value. The only exceptions are COVALn and TSVALn variables.				Warning

		FDAN217		High risk of truncated value for --TERM variable		SAS v5 export format has a limitation on variables length up to 200 characters. If collected value was more than 200 characters, then SUPPQUAL dataset should be used to store additional 200+ characters. Variable QNAM should have --TERM1, ---TERM2, etc. values for those records. Value splitting should be performed between words or numbers. See SDTM IG #4.1.5.3.2 for details. This risk-assessment check is triggered based on assumption that if original value was truncated, then the actual data value length is exactly 200 characters.				Warning

		FDAN218		Duplicate ELEMENT value		The value of Element (Description of Element) variable must be unique within Trial Elements (TE) domain		TE		Warning

		FDAN219		Duplicate ETCD value		The value of Element Code (ETCD) variable must be unique within Trial Elements (TE) domain				Error

		FDAN220		ELEMENT value is populated, when ETCD= 'UNPLAN'		Description of Element (ELEMENT) should be NULL, when subject's experience for a particular period of time is represented as an unplanned Element, where Element Code (ETCD) is equal to 'UNPLAN'		SE		Warning

		FDAN221		Non-unique value for ELEMENT within ETCD		Description of Element (ELEMENT) must have a unique value for a given value of Element Code (ETCD) within the domain		TE		Warning

		FDAN223		TAETORD is populated, ETCD = 'UNPLAN'		Planned Order of Elements within Arm (TAETORD) should be NULL, when subject's experience for a particular period of time is represented as an unplanned Element (ETCD = 'UNPLAN')				Warning

		FDAN227		Missing value for --STRESC, when --STAT is null		Character Result/Finding in Std Format (--STRESC) value should not be NULL, when Status Flag (--DRVFL) value is null				Warning

		FDAN228		Value for --STRESC is populated, when %Domain%STAT is 'NOT DONE'		Status (--STAT) should be NULL, when Standardized Result in Character Format (--STRESC ) is provided.		SC, BW, BG, FW, LB, DD, CL, MI, MA, OM, PM, PC, PP, TF, EG, VS		Warning

		FDAN229		Invalid SETCD		Set Code (SETCD) values should match entries in the Trial Sets (TX) dataset.		DM		Error

		FDAN230		Invalid POOLID		Pool ID (POOLID) values should match entries in the Pool Definition (POODEF) dataset.		EX, CL, FW, LB, PC, PP, RELREC, SUPP--		Error

		FDAN231		Invalid QNAM		QNAM value must not match a standard variable defined in another domain.		SUPPQUAL		Warning

		FDAN232		No result modifier (--RESMOD) qualifer for domain		According to FDA expectations, a result modifier should be included in MA, MI and TF domains unless all findings are normal.		MA, MI and TF		Warning

		FDAN233		Duplicate TXPARMCD within a SETCD		The value of Parameter Code (TXPARMCD) variable must be unique for each study set within the Trial Sets (TX) domain		TX		Warning

		FDAN307		Missing both AGE and AGETXT Trial Summary Parameters		'Age' (AGE) or 'Age Text' (AGETXT) records should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN308		Missing AGEU Trial Summary Parameter		'Age Unit' (AGEU) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN309		Missing SDESIGN Trial Summary Parameter		'Study Design' (SDESIGN) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN310		Missing DOSDUR Trial Summary Parameter		'Dosing Duration' (DOSDUR) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN311		Missing EXPENDTC Trial Summary Parameter		'Experimental End Date' (EXPENDTC) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN312		Missing EXPSTDTC Trial Summary Parameter		'Experimental Start Date' (EXPSTDTC) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN313		Missing GLPTYP Trial Summary Parameter		'Good Laboratory Practice Type' (GLPTYP) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN314		Missing ROUTE Trial Summary Parameter		'Route of Administration' (ROUTE) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN315		Missing SNDIGVER Trial Summary Parameter		'SEND Implementation Guide Version' (SNDIGVER) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN316		Missing SNDCTVER Trial Summary Parameter		'SEND Control Terminology Version' (SNDCTVER) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN317		Missing SPECIES Trial Summary Parameter		'Species' (SPECIES) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN318		Missing SPLRNAM Trial Summary Parameter		'Test Subject Supplier' (SPLRNAM) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN319		Missing SPREFID Trial Summary Parameter		'Sponsor's Reference ID' (SPREFID) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN320		Missing SSPONSOR Trial Summary Parameter		'Sponsoring Organization' (SSPONSOR) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN321		Missing STCAT Trial Summary Parameter		'Study Category' (STCAT) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN322		Missing STDIR Trial Summary Parameter		'Study Director' (STDIR) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN323		Missing STRAIN Trial Summary Parameter		'Strain/Substrain' (STRAIN) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN324		Missing STSTDTC Trial Summary Parameter		'Study Start Date' (STSTDTC) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN325		Missing STITLE Trial Summary Parameter		'Study Title' (STITLE) record should be populated in Trial Summary (TS) domain.		TS		Warning

		FDAN326		Missing SSTYP Trial Summary Parameter		'Study Type' (SSTYP) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN327		Missing TRT Trial Summary Parameter		'Investigational Therapy or Treatment' (TRT) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN328		Missing TFCNTRY Trial Summary Parameter		'Test Facility Country' (TFCNTRY) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN329		Missing TSTFLOC Trial Summary Parameter		'Test Facility Location' (TSTFLOC) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN330		Missing TSTFNAM Trial Summary Parameter		'Test Facility Name' (TSTFNAM) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN331		Missing TRMSAC Trial Summary Parameter		'Time to Terminal Sacrifice' (TRMSAC) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN332		Missing TRTCAS Trial Summary Parameter		'Primary Treatment CAS Registry Number' (TRTCAS) record should be populated in Trial Summay (TS) domain.		TS		Warning

		FDAN333		Missing TRTV Trial Summary Parameter		'Treatment Vehicle' (TRTV) record should be populated in Trial Summay (TS) domain.		TS, TX		Warning

		FDAN334		Missing TCNTRL Trial Sets Parameter		Control Type' (TCNTRL) record should be populated in Trial Sets (TX) domain.   (There must be a record with TXPARMCD = TCNTRL)		TX		Warning

		FDAN335		Missing ARMCD Trial Set Code		'Arm Code' (ARMCD) records should be populated in Trial Sets (TX) domain. See SEND IG 3.0 #7.4.2 (page 188) for details.		TX		Warning

		FDAN336		Missing SPGRPCD Trial Set Code		'Sponsor-Defined Group Code' (SPGRPCD) records should be populated in Trial Sets (TX) domain. See SEND IG 3.0 #7.4.2 (page 188) for details.		TX		Warning

		FDAN337		Missing GRPLBL Trial Set Code		'Group Label' (GRPLBL) records should be populated in Trial Sets (TX) domain. See SEND IG 3.0 #7.4.2 (page 188) for details.		TX		Warning

		FDAN338		Missing TRTDOS Trial Set Code		'Dose Level' (TRTDOS) records should be populated in Trial Sets (TX) domain. See SEND IG 3.0 #7.4.2 (page 188) for details.		TX		Warning

		FDAN339		Missing TRTDOSU Trial Set Code		'Dose Units' (TRTDOSU) records should be populated in Trial Sets (TX) domain. See SEND IG 3.0 #7.4.2 (page 188) for details.		TX		Warning

		FDAN340		Value for <Variable Name> not found in (<Codelist ID>) CT codelist		<Variable Label> (<Variable Name>) variable values should be populated with terms found in '<Codelist Name>' (<NCI Code>) CDISC controlled terminology codelist. New values cannot be added into the CDISC CT non-extensible codelist.		ALL		Error

		FDAN341		Value for <Variable Name> not found in (<Codelist ID>) CT codelist		<Variable Label> (<Variable Name>) variable values should be populated with terms found in '<Codelist Name>' (<NCI Code>) CDISC controlled terminology codelist. New terms can be added as long as they are not duplicates, synonyms or subsets of existing standard terms.		ALL		Warning

		FDAN342		<Domain>TEST and <Domain>TESTCD values do not have the same Code in CDISC CT		In <Domain Description> (<Domain Name>) domain values for <Variable Label "Short Name"> (--TESTCD) and <Variable Label "Test Name"> (--TEST) variables must be populated using terms with the same Codelist Code value in CDISC control terminology. There is one-to-one relationship between --TESTCD and --TEST values defined in CDISC control terminology by Codelist Code value.		ALL		Error

		FDAN343		Value for <Variable Name> not found in (<Codelist ID>) CT codelist		<Variable Label> (<Variable Name>) variable values must be populated with terms found in '<Codelist Name>' (<NCI Code>) CDISC controlled terminology codelist, when <Variable Label (from WhereClause)> (<Variable Name (from WhereClause)>) <Comparator> '<Value (from WhereClause)>'. New values cannot be added into the CDISC CT non-extensible codelist.		ALL		Error

		FDAN344		Value for <Variable Name> not found in (<Codelist ID>) CT codelist		<Variable Label> (<Variable Name>) variable values must be populated with terms found in '<Codelist Name>' (<NCI Code>) CDISC controlled terminology codelist, when <Variable Label (from WhereClause)> (<Variable Name (from WhereClause)>) <Comparator> '<Value (from WhereClause)>'. New terms can be added as long as they are not duplicates, synonyms or subsets of existing standard terms.		ALL		Warning

		FDAN345		<Domain>TEST and <Domain>TESTCD values do not have the same Code in CDISC CT		In <Domain Description> (<Domain Name>) domain values for <Variable Label "Short Name"> (--TESTCD) and <Variable Label "Test Name"> (--TEST) variables must be populated using terms with the same Codelist Code value in CDISC control terminology. There is one-to-one relationship between --TESTCD and --TEST values defined in CDISC control terminology by Codelist Code value within the same <Variable Name (from WhereClause)> <Comparator> '<Value (from WhereClause)>'.		ALL		Error
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