Confirmation Check sheet for a New Work Item Proposal by Proposer

填写说明
一、表格填写
1. 每个项目都要填写一份，建议与附件2 Form 04 New work item proposal互相参照填写。
2. Proposer：在此处是指提案人。
3. 1.3 Performance based or design prescriptive ISO deliverable：根据标准内容（基于性能、设计规定或二者兼有）进行选择，必要时建议附支撑材料。
4. 1.4 Necessary resources are available：项目团队已经具备的基础条件，重点说明是否能够提供必要的人力、物力等支持，建议提供支撑材料。
5. 2-3 Distorts the market：即“扭曲市场”，请根据提案情况选择，建议提供支撑材料。
6. 2-4 Has adverse effects on fair competition：即“妨碍公平竞争”，请根据提案情况选择，建议提供支撑材料。
7. 2-5 Stifles innovation and technological development：即“遏制创新和技术发展”，请根据提案情况选择，建议提供支撑材料。
8. 2-6 Gives preference to characteristics or requirement of specific countries or regions when different needs or interests exist in other countries or regions：即“标准所规定特征或要求仅限于特定国家或地区，而其他国家或地区有不同的需求或利益”，请根据提案情况选择，建议提供支撑材料。
9. 3-1 Scope of Work item is within the scope of TC 249：请对照第三部分所附ISO/TC249工作范围核查，超范围将不能入选。
10. 3-2 Scope of Work Item is within the scope of the relevant WG和3-3 The work item is within the priorities for the relevant WG：请对照第三部分所附ISO/TC249各工作组（WG）工作范围和优先级核查，必要时建议附支撑材料。
11. 3-4 Relevant affected stakeholder categories are clearly identified：即“受影响的利益相关方已经清楚确认”，建议附支撑材料。
12. 3-5 Enough   information   and   documentation   for   the   NMB’s Justification survey：此处NMB指国家成员体，世界中联为A级联络组织，可不填写。
13. 3-6 Benefits to be gained：需说明标准制定将为国际社会带来的益处，建议附支撑材料。
14. 3-7 Product or service used in 5 and more countries：需说明产品或服务在5个及以上国家（地区）应用，建议附支撑材料。
15. 4-1 Feasibility for achieving consensus on the ISO deliverable：需说明提案成为ISO文件获得共识的可行性，必要时建议附支撑材料。
16. 4-2 Recommended   priority   for   the   development   of   the   ISO deliverable：需说明提案制定为ISO文件的推荐优先级，必要时建议附支撑材料。
二、支撑材料
1. 支撑材料请用中、英文填写各一份，中英文应完全一致。
2. 根据提案实际情况，在必要时提供支撑材料，并按序号标识清楚。
三、ISO/TC249工作范围
ISO Technical Committee 249 Traditional Chinese Medicine (ISO/TC 249) focuses on the field of medical systems derived from ancient Chinese medicine which are able to share one common set of standards. Both traditional and modern aspects of these systems are included.

ISO/TC 249 develops standards for quality and safety of raw materials, manufactured products and medical devices and informatics, including service standards limited to involving the safe use and delivery of devices and medicines*, but not including the clinical practice or application of those products. Its domains of work are kept under review and modified in response to actual needs.
（* The committee agreed on the following definition of ‘safe use and delivery of medicines and devices’: Definition: risk management of processing, manufacturing, packaging, labelling and the presentation, storage, re-use, servicing of devices, and disposal of those products.）
四、ISO/TC249各WG工作范围和优先级
1 Working Group 1 
Title: Quality and safety of raw materials and traditional processing 

Scope: The scope of WG1 is to create standards related to raw materials at any stage up to and including harvest of a plant ingredient and collection of an animal or mineral ingredient, and the traditional processing of raw materials. 

Work plan and priority: 
1) Standards for raw materials used in or as traditional Chinese medicine with high priority identified by WG1 based on a priority list of single herbs as follow:

•Ongoing projects: Salvia miltiorrhiza root and rhizome, Ganoderma lucidum fruiting body, Isatis indigotica root, Dendrobium officinale stem, Lonicera japonica flower, Gastrodia elata tuber, Astragalus mongholicus root, Angelica sinensis root, Lycium barbarum and Lycium chinense fruit, Astragalus root (Astragalus membranaceus), and Platycodon grandiflorum root;

• Top 100 herbs in the Priority list of N600.

2) Detection methods related to the safety of herbs, including:

• Detection method of toxins;

• Detection method of unwanted substances.

3) Standards for improving the quality of herbs, including:

• General requirements for herbal raw material and materia medica;

• General requirements for primary processing of raw materials.
2 Working Group 2 
Title: Quality and safety of TCM manufactured products. 

Scope: The scope of WG2 is to create standards for testing, processing (other than traditional processing) and manufacturing of TCM and related products, from starting materials to finished products, in a framework of quality and safety. 

Work plan and priority: 
The work priority within ISO /TC 249/WG 2 is to develop standards which contribute to the framework of manufactured TCM products.
Priority is given to generic standards such as,
• ISO/NP 19609-1, Quality and Safety of natural materials and manufacturing products made with natural materials used in and as traditional Chinese medicine (TCM) – Part 1: General
• ISO/NP 19609-2, Quality and Safety of natural materials and manufacturing products made with natural materials used in and as traditional Chinese medicine (TCM) – Part 2: Identity testing
3 Working Group 3 
Title: Quality of acupuncture needles and safe use of acupuncture. 

Scope: The scope of WG3 is standardization in the field of quality of acupuncture needles and safe use of acupuncture, not including the clinical treatment or efficacy of acupuncture.
Work plan and priority:
a) To ensure the consistent understanding of the scope of WG3 under the guidance of ISO/TC249 to substantially contribute to a proposal’s preparation and the progression of every specific standard on acupuncture and its safe use and especially avoid repetition of the common issues during the development of individual standards on acupuncture and its safe use. 

b) To ensure the consistent understanding of the terms and the definitions in standard development and to draw up a specific and applicable standards framework (roadmap) of WG3. 

c) Quality control and improvement of projects based on the criteria of standard prioritization and project management procedures. 

d) Standardization of the quality and safety of all types of acupuncture needles within the scope of WG3. 

e) Project development on safe use of acupuncture consistent with the definition of “safe use”. 

4 Working Group 4 
Title: Quality and safety of medical devices other than acupuncture needles 

Scope: The scope of WG 4 is to develop standards for quality, safety and safe use of medical devices other than acupuncture needles, not including clinical treatment and efficacy of medical devices. Exclusion: the safety and/or performance of electromedical equipment (see ISO/TC249/JWG6). 

Work plan and priority: 
WG4 considers level of risk, scale of use, lack of standards or harmonization, importance for international trade and commerce as prioritizing factors. 

5 Working Group 5 
Title: Terminology and informatics 

Scope: The scope of WG5 is standardization of TCM nomenclatures, terminology, classification and ontology. Health informatics technology, as it relates to TCM, shall be addressed within the scope of JWG1. 

Work plan and priority: 
a) prioritize the task to make the terms and informatics to be used by other WGs 

b) industrial benefits and market needs should be considered in WG projects preferentially 

c) WHO terminology standard should be reviewed closely prior to submitting the new proposals in order to avoid the redundancy 

6 Joint Working Group 1 with ISO/TC 215 
Title: Informatics 

Scope: Health informatics technology related to TCM.

