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产品描述：
ETFE 薄膜是以 ETFE 塑料粒子为原料，经过熔融挤出加工而成的塑料薄膜，在薄膜挤出过程中不会引入新的组分或产生
新的组份，基本组成和 ETFE 原料是一模一样的，ETFE 的 CAS 号为 65324-1-1
ETFE film is extruded by melt extrusion process which use ETFE as
raw material,  neither new component will  be involved during film
extrusion process nor new by-product will be generated,  ETFE film
has the exactly same chemical component with ETFE which CAS NO.
is 65324-12-1

请求豁免：
We apply for the exclusion of the substances mentioned from the
PFAS ban.
我们请求将如产品在 PFAS 草案中豁免

豁免理由：
ETFE, CAS NO.:65324-12-1 可确定为低关注度聚合物,需要从 PFAS 禁令中全部豁免。
Above-mentioned  fluoropolymers  should  be  classified  as  “polymers  of  low

concern”, get exclusion of the substances mentioned from the PFAS ban.

产品优良特性：
ETFE 薄膜具有优异的力学性能、透光性、耐候性及生物相容性，在建筑、光伏、医疗和航空航天领域有非常广泛的应用,在很
多行业，如航空、建筑领域目前没有合适的可代替产品。
ETFE film has  excellent  mechanical  properties,  light  transmission,  weather

resistance  and  biocompatibility,  ETFE  film  is  widely  used  in  construction,

photovoltaic, medical and aerospace fields. In many industries like aerospace

field and construction field, there are currently no suitable alternatives.  

详细描述：
上述含氟聚合物与其他聚合物和非聚合物 PFAS 明显不同，根据经合组织低关注度聚合物的标准，可列为低关注度聚合

物，应将它们与 PFAS 分开对待，以进行危害评估或监管目的。将含氟聚合物与所有类别的 PFAS 分组以进行“交叉读取”
或结构-活性关系评估在科学上是不合适的。
Above-mentioned fluoropolymers are distinctly different from other polymeric

and  nonpolymeric  PFAS  and  should  be  separated  from  them  for  hazard

assessment or regulatory purposes. Above-mentioned fluoropolymers can be

classified  as  “polymers  of  low  concern”  .Grouping  fluoropolymers  with  all

classes of PFAS for “read across” or structure–activity relationship assessment

is not scientifically appropriate. 

以 ETFE 为例,根据含氟聚合物毒性数据、人体临床数据和理化特性，表明含氟聚合物满足被广泛接受的监管评估标准，
应该被视为低关注度聚合物 PLC。 含氟聚合物分子量高，分子量分布窄，低聚物含量以及有机和无机可浸出物可忽略不计。数



据显示，含氟聚合物具有热稳定性、化学稳定性、光化学稳定性、水解稳定性和生物稳定性。ETFE 已经过广泛测试，符合美国
和欧盟食品接触和全球医疗器械法规（例如，美国食品药品监督管理局、CFDA、韩国 MFDS、日本 PMDA），包括
ISO 10993 生物相容性测试和临床前动物试验。ETFE 的毒理学研究表明，ETFE 没有急性或亚慢性全身毒性，刺
激，致敏，植入局部毒性，体外和体内遗传毒性，溶血，补体活化或血栓形成。所提供的数据表明，含氟聚合物类别的 PFAS 定
义明确，符合 PLC 标准，应被视为与其他类别的 PFAS 明显不同。科学数据不支持将所有 PFAS 组合在一起。
ETFE  as  an  example  to  show  that  fluoropolymer  toxicity  data,
human clinical  data,  and  physical–chemical  characteristics,Above-
mentioned  fluoropolymers  satisfy  the  widely  accepted  regulatory
assessment criteria to be considered as PLCs. Fluoropolymers are
high molecular weight, have narrow molecular weight distribution,
and  have  negligible  oligomer  content  and  organic  and  inorganic
leachables. Data show that fluoropolymers have thermal, chemical,
photochemical,  hydrolytic,  and biological  stability.  ETFE has  been
extensively  tested  to  comply  with  US  and  EU  food  contact  and
global medical device regulations (e.g., USFDA, CFDA, Korea MFDS,
Japan  PMDA),  including  ISO  10993  biocompatibility  testing  and
preclinical animal testing. Toxicology studies on ETFE demonstrate
the  absence  of  acute  or  subchronic  systemic  toxicity,  irritation,
sensitization,  local  toxicity  on  implantation,  in  vitro  and  in  vivo
genotoxicity, hemolysis, complement activation, or thrombogenicity.
The  data  presented  demonstrate  that  the  fluoropolymer  class  of
PFAS is well defined, meets PLC criteria, and should be considered
as distinctly different from other classes of PFAS. The grouping of all
PFAS together is not supported by the scientific data.
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