
 
 

NEWPORT PREMIUM & GLOBAL 
QUICK GUIDE SERIES:  2015 ENHANCEMENTS   

 

HOW TO… 
HARNESS THE VALUE OF THE 2015 NEWPORT UPDATES FOR YOUR BUSINESS 
This quick guide covers new content and features added to Newport Premium and Global in the September 2015 product release. New content 
such as Worldwide Approvals, Label Information and Regulatory Data are now available in both Product and Company records. The platform 
layout has also been redesigned for improved functionality, and content has been relocated for more intuitive access. 

1. The New Approvals page, previously titled Product Information page, consolidates all approval data in a single table.

FIGURE A: New Worldwide Approvals table carries European centralized procedure approval details. A similar tab presenting this new content is available in Company records.
Further country-level approval data is under consideration for future updates.

2. The New Filing/ Approval Type optional column in the US Filings & Approvals table now shows 505b2, OTC and other approval types in 
both Product and Company records.

FIGURE B: Filing/Approval Type optional column in the US Filings & Approvals table available in Approvals in both Product and Company records.

3. New Launches page, previously called Dose Form Detail, consolidates IMS launch data and a new Label Information table including data 
extracted from US manufacturer labels such as approval holder, actual FDF manufacturers, re-packers, re-labelers and companies 
responsible for analysis (batch release) and API source. Note: Launches page is not available for Newport Sourcing users.

FIGURE C: Label Information table in Launches page.  A similar table presenting this new content is available in Company records. Further country-level label data is under 
consideration for future updates.

4. In addition, a new Launch Regions option is available in the Launched Drug Forms Detail tables of both product and company records to 
speed filtering operations.

希望与您一起在工作中充分利用 NEWPORT 更新功能

本快速指南包含 2015 年 9 月发布的 Newport PREMIUM 数据库中新增内容和功能。新增内容如全球批准信息、标签信息和

监管数据可在产品或公司记录中查询。新版界面经过了重新设计，并改进功能模块，重排内容以便更直观地访问。

1. 新增批准页面 (Approvals)，在原版产品信息 (Product Information) 基础上将所有批准数据合并至一个表格。

图 A: 新增全球批准数据 (Worldwide Approvals) 引入了欧洲集权程序 (CP) 批准信息。同类条目在公司记录中也可查询获得。进一步国家级
别的批准数据将在未来更新中考虑加入。
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图 B: 在产品和公司记录中，美国申报 & 批准 (US Filings/Approvals) 表格中申报 & 批准类型 (Filing/ Approval Type) 可选择查询。

2. 在产品和公司记录中，美国申报 & 批准 (US Filings/Approvals) 表格中新增申报 & 批准类型 (US Filing/Approval Type) 选项，
    目前可选 505b2、OTC 以及其他批准类型等。

4. 另外，在产品和公司记录已上市药品剂型信息表中，新增上市区域 (Launch regions) 选项，以便快速筛选过滤。
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4. In addition, a new Launch Regions option is available in the Launched Drug Forms Detail tables of both product and company records to 
speed filtering operations.

图 C: 上市页面 (Launches) 中包含标签信息 (Label Information)。同类条目在公司记录中也可查询获得。进一步国家级别的批准数据将在未
来更新中考虑加入。

3. 新增上市页面 (Launches)，以原版制剂信息 (Dose Form Detail) 为基础，合并 IMS 上市数据，新增标签信息表格 (Label 
    Information)，其中信息来源于美国生产商标签信息，包括批准持有人，实际 FDF 生产者，重新包装者，重新贴标签者以
    及负责分析者 ( 批放行 ) 以及 API 来源公司等信息。

NEWPORT PREMIUM
快速指南系列：增强版
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FIGURE D: New Launch regions filter in Launches page now includes Asia Pacific, Eastern Europe, Latin America, Middle East and Africa, North America and Western Europe.  
A similar filter is available is available in Launches tab in Company records.

5. A new Worldwide Pack Price Focused Search allows pack prices to be searched by Product Name, Dose Form, Route of Administration, 
EPhMRA Category, Marketer Name, Corporate Group Name, Launch Country and Pack Launch Date.

FIGURE E: Worldwide Pack Prices search now available in Focused search. 

5a. The Launch Country search fields in Target Product Search, Target Dose Company Search and Worldwide Launches Focused 
Search can now include one or more new, predefined geographical regions instead of, or in addition to one or more individual countries.

FIGURE F: Worldwide Pack Prices search now available in Focused search. Launch Country now includes Asia Pacific, Eastern Europe, Latin America, Middle East and Africa, 
North America and Western Europe is available in Target Product Search, Target Dose Company Search and Worldwide Launches Focused Search.
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图 D: 上市页面 (Launches) 新增上市区域 (Launch regions) 选项，目前包括亚太、东欧、拉美、中东和非洲、北美和西欧等区域。同类选
项也可在公司记录上市 (Launches) 表格中获得。

图 E: 全球包装价格 (Worldwide Pack Price) 现可在主题检索中获得。

图 F: 全球包装价格 (Worldwide Pack Prices) 可在主题检索中获得。上市国家 (Launch Country) 目前包括亚太、东欧、拉美、中东和非洲、
北美和西欧等区域，此选项可在目标产品检索 (Target Product Search)、目标制剂公司检索 (Target Dose Company Search) 和全球上市主题
检索 (Worldwide Launches Focused Search) 入口获得。

5. 新增全球包装价格主题检索 (Worldwide Pack Price Focused Search)，可以按照产品名称、剂型、给药途径、EPhMRA 目录、    
    经销商名称、企业（集团）名称、上市国家和上市日期等，对包装价格进行检索。

5a. 通过目标产品检索 (Target Product Search)、目标制剂公司检索 (Target Dose Company Search) 和全球上市主题检索
       (Worldwide Launches Focused Search) 入口，上市国家 (Launch Country) 检索除了可选择以往一个或者多个国家以外，新
       增一个或多个预设的地理区域可供选择。
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FIGURE D: New Launch regions filter in Launches page now includes Asia Pacific, Eastern Europe, Latin America, Middle East and Africa, North America and Western Europe.  
A similar filter is available is available in Launches tab in Company records.

5. A new Worldwide Pack Price Focused Search allows pack prices to be searched by Product Name, Dose Form, Route of Administration, 
EPhMRA Category, Marketer Name, Corporate Group Name, Launch Country and Pack Launch Date.

FIGURE E: Worldwide Pack Prices search now available in Focused search. 

5a. The Launch Country search fields in Target Product Search, Target Dose Company Search and Worldwide Launches Focused 
Search can now include one or more new, predefined geographical regions instead of, or in addition to one or more individual countries.

FIGURE F: Worldwide Pack Prices search now available in Focused search. Launch Country now includes Asia Pacific, Eastern Europe, Latin America, Middle East and Africa, 
North America and Western Europe is available in Target Product Search, Target Dose Company Search and Worldwide Launches Focused Search.
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图 G: 美国申报 & 批准主题检索 (US Filings & Approvals Focused Search) 中新增批准类型 (Approval Type) 选项。

图 J: 注册申报 (Regulatory Filings) 表格可在 API 页面中查询。

6. 美国申报 & 批准主题检索 (US Filings & Approvals Focused Search) 中新增批准类型 (Approval Type) 选项，提供 505b2,   
    510k, ANDA, BLA, HDE, NDA 和 PMA 等细分类型选择。

11.  API 页面 (API page) 原版进口数据表格中的内容与 DMF 和 COS 内容合并为一张新表。

图 I: 注册申报 (Regulatory Filings)

10.  新增药政法规页面 (Regulations page) 将直接链接至 Cortellis ™ Regulatory Intelligence 数据库，提供全球药政法规对比，
       以及所有国家级别的仿制药法规要求。注：Cortellis ™ Regulatory Intelligence 需要额外订阅才能查看。
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6. A new Approval Type field allows selection of approvals by 505b2, 510k, ANDA, BLA, HDE, NDA and PMA in the US Filings & Approvals 
Focused Search.

FIGURE G: Approval Type field in US Filings & Approvals Focused Search

7. New R&D page consolidates all Phase III Drugs Module information and content previously found in Product Profile and Dose Form Detail 
tabs. Note: Phase III Drugs Module subscription is required to view this content in both Product and Company Records.

8. New “Early View” data in the US Market Share Module reduces data delay to 3-6 months. Data will continue to be updated quarterly. Note: 
The US Market Share Module requires additional subscription.

9. Corporate Group Profile in Company reports tab now offers new one-click ordering of Thomson Reuters Finance & Risk enhanced Due 
Diligence reports and US FDA GDUFA status information.

FIGURE H: New US FDA GDUFA status information and Request Due Diligence Report button in Corporate Group Profile.

10. New Regulations page links to Cortellis™ Regulatory Intelligence global regulatory comparisons, and all country-level regulations of key 
importance to generics. Note: Requires additional subscription to Cortellis™ Regulatory Intelligence.

FIGURE I: Regulatory Filings

11. API page presents a new single table consolidating DMFs and COSs as well as content previously found in Import Data tab.

FIGURE J: Regulatory Fillings table can be found in API page.
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图 H: 企业集团信息 (Corporate Group Profile) 中新增美国 FDA GDUFA 状态信息和请求尽职调查报告按钮。

7. 新增研发 (R&D) 页面，合并了原版产品概述（Product Profile）和剂型信息（Dose Form Detail）表格中所有 Ph Ⅲ期药物
    模块（Ph Ⅲ Drug Module）的信息和内容。注：产品和公司记录中 Ph Ⅲ期药物模块（Ph Ⅲ Drug Module）内容需要额
    外订阅才能查看。

8.美国市场份额模块 (US Market Share Module) 中新的“早期回顾”数据将数据延迟减少至 3-6 个月，保持每季度更新一次。
      注：美国市场份额模块 (US Market Share Module) 需要额外订阅才能查看。

9.公司报告表格中，企业集团信息 (Corporate Group Profile) 新增一键订阅可得的科睿唯安财务与风险 (Clarivate Finance & Risk )     
   加强版尽职调查报告和美国 FDA GDUFA 状态信息。
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12.  产品和公司记录中，API 生产
状态表格中 DMF 信息列新增
可引用的 US DMF (Available 
for Ref US DMF) 代替原版中
的“已完成”（Completed）。

13.  API 生 产 状 态 表 格 (API 
Manufacturing Status) 中 API
生 产 商 (API Manufacturer) 可
选项新增美国 GDUFA 付费日
期 (US GDUFA Fee Payment Date)
和生产厂注册日期 (Facility 
Registration Date)。
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12. New Available for Ref US 
DMF now shown in the DMF 
Info column of the API 
Manufacturing Status table 
instead of “Completed” in both 
Product and Company records.

13. New US GDUFA Fee Payment 
Date and Facility Registration 
Date are now available in the API 
Manufacturer optional menu in the 
API Manufacturing Status table.

14. New Facility Details in Subsidiary Company record, shows for which year US FDA GDUFA facility fees have been paid and self-identified 
registration completed.  

FIGURE K: New Facility Details information in Company Detail
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For additional training assistance, please 
contact:  scientific.specialitytraining@thomsonreuters.com 

To learn more about Newport Premium (for Generics), including the additional 
modules for Phase III drugs, Generic industry deals (including mergers and 
acquisitions), US Market Shares, and Biologics, visit 
thomsonreuters.com/newport-premium. 
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14.  子公司 (Subsidiary Company) 记录中新增生产场地信息，包括美国 FDA GDUFA 生产场地付费和自我认定注册记录的完成

      情况。

图 K: 公司详情中的新增生产场地信息
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instead of “Completed” in both 
Product and Company records.

13. New US GDUFA Fee Payment 
Date and Facility Registration 
Date are now available in the API 
Manufacturer optional menu in the 
API Manufacturing Status table.

14. New Facility Details in Subsidiary Company record, shows for which year US FDA GDUFA facility fees have been paid and self-identified 
registration completed.  

FIGURE K: New Facility Details information in Company Detail
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