
Assessment	
  Topics* Suppor1ng	
  Documenta1on	
  

Package	
  Design	
  Valida1on	
  
• Packaging	
  Performance
• Packaging	
  Stability

• Mechanical	
  property	
  comparison	
  pre-­‐	
  and	
  post-­‐steriliza:on,	
  a<er
accelerated	
  aging	
  and	
  real-­‐:me	
  aging	
  for	
  1073B	
  and	
  1059B

• Sheet	
  stability	
  tes:ng	
  (including	
  steriliza:on)	
  for	
  1073B	
  and	
  1059B	
  
• MPTP	
  stability	
  tes:ng	
  over	
  60	
  +	
  18	
  cells	
  for	
  Pre-­‐	
  and	
  Post-­‐Steriliza:on,	
  	
  

1-­‐,	
  3-­‐	
  and	
  5-­‐year	
  accelerated	
  aging	
  and	
  1-­‐year	
  real-­‐:me	
  aging	
  
• CFDA	
  Jinan	
  sheet	
  func:on	
  equivalence	
  confirma:on	
  

Material	
  Characteris1cs	
  	
  
• Biological	
  Safety	
  	
  
• Food	
  Contact	
  &	
  
Pharmacopeia	
  

• Par:culate	
  MaTer	
  	
  	
  

• Biocompa:bility,	
  Food	
  Contact	
  and	
  Pharmacopeia	
  Tes:ng	
  
• Par:cle	
  genera:on	
  proper:es	
  
• Regulatory	
  leTer	
  available	
  on	
  request	
  
• Differen:al	
  Scanning	
  Calorimetry	
  	
  
• Infrared	
  Spectrum	
  "Fingerprin:ng"	
  via	
  ATR-­‐FTIR	
  

Steriliza1on	
  Process	
  
Valida1on	
  

• Specifica:on	
  and	
  miscellaneous	
  property	
  comparison	
  English	
  and	
  Metric	
  data	
  sheets	
  
• Key	
  point:	
  Gurley	
  porosity	
  specifica:on	
  is	
  not	
  changing	
  English	
  and	
  Metric	
  data	
  sheets	
  
• MPTP	
  U.S.	
  FDA	
  Protocol	
  and	
  Phantom	
  Protocol:	
  no	
  issues	
  reported	
  

Packaging	
  Process	
  
Valida1on	
  

• Sealing	
  fingerprints	
  
• MPTP	
  U.S.	
  FDA	
  Protocol	
  and	
  Phantom	
  Protocol,	
  cell	
  selector	
  tool	
  
• Various	
  reports	
  by	
  SPMs	
  par:cipa:ng	
  in	
  the	
  protocol	
  

Building Blocks Available To Help You With Your Risk Assessments 

* Specific assessment topics and required supporting documentation depend on packaging
applications and specific required design features to be determined by the manufacturer.

http://www.dupont.com/content/dam/dupont/products-and-services/packaging-materials-and-solutions/medical-and-pharmaceutical-packaging-materials/documents/Tyvek_1073B_Current_vs_Transition_Material_Comparison_Accelerated_Aging.pdf
http://www.dupont.com/content/dam/dupont/products-and-services/packaging-materials-and-solutions/medical-and-pharmaceutical-packaging-materials/documents/Tyvek_1073B_Current_vs_Transition_Material_Comparison_Accelerated_Aging.pdf
http://www.dupont.com/content/dam/dupont/products-and-services/packaging-materials-and-solutions/medical-and-pharmaceutical-packaging-materials/documents/Tyvek_1059B_Current_vs_Transition_Material_Comparison_Accelerated_Aging.pdf
http://www.dupont.com/content/dam/dupont/products-and-services/packaging-materials-and-solutions/medical-and-pharmaceutical-packaging-materials/documents/Tyvek_1059B_Current_vs_Transition_Material_Comparison_Accelerated_Aging.pdf
http://www.dupont.com/content/dam/dupont/products-and-services/packaging-materials-and-solutions/medical-and-pharmaceutical-packaging-materials/documents/DMP15_20721_MPTP_Executive_Summary_Report_me06.pdf
http://www.dupont.com/content/dam/dupont/products-and-services/packaging-materials-and-solutions/medical-and-pharmaceutical-packaging-materials/documents/DMP15_20721_MPTP_Executive_Summary_Report_me06.pdf
http://www.dupont.com/content/dam/assets/products-and-services/packaging-materials-solutions/assets/MedicalPackaging/CFDA-Jinan%20Final%20Report%20on%20MPTP%20Material.pdf
http://www.dupont.com/content/dam/dupont/products-and-services/packaging-materials-and-solutions/medical-and-pharmaceutical-packaging-materials/documents/Biocompatibility_Food_Contact_Pharmacopeia_Testing.pdf
http://www.dupont.com/content/dam/assets/products-and-services/packaging-materials-solutions/assets/MedicalPackaging/DMP14_19864_MPTP_Particle_Generation_Line_Charts_Website_me04.pdf
http://www.dupont.com/content/dam/assets/products-and-services/packaging-materials-solutions/assets/MedicalPackaging/DMP14_19864_MPTP_7_DSC_me02.pdf
http://www.dupont.com/content/dam/assets/products-and-services/packaging-materials-solutions/assets/MedicalPackaging/DMP14_19864_MPTP_8_Fingerprinting_me02.pdf
http://www.dupont.com/content/dam/assets/products-and-services/packaging-materials-solutions/assets/MedicalPackaging/DMP14_19864_MPTP_Material_Properties_English_me01_MedRes.pdf
http://www.dupont.com/content/dam/assets/products-and-services/packaging-materials-solutions/assets/MedicalPackaging/DMP14_19864_MPTP_Material_Properties_Metric_me01_MedRes.pdf
http://www.dupont.com/content/dam/assets/products-and-services/packaging-materials-solutions/assets/MedicalPackaging/DMP14_19864_MPTP_Material_Properties_English_me01_MedRes.pdf
http://www.dupont.com/content/dam/assets/products-and-services/packaging-materials-solutions/assets/MedicalPackaging/DMP14_19864_MPTP_Material_Properties_Metric_me01_MedRes.pdf
http://www.dupont.com/content/dam/assets/products-and-services/packaging-materials-solutions/assets/MedicalPackaging/DMP14_20333_MPTP_Sealing_Fingerprints_me01.pdf
http://www2.dupont.com/Medical_Packaging/en_US/news_events/mptp_selector_tool.html



