
Quality Hour – Dec Edition 

Welcome! The session will start at 3pm Singapore time

You can connect to the audio by selecting the tab ‘Audio Audio Conference’ on the top of your screen 
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If you cannot hear us at this time
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Question and Answer Session
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Today’s Speaker

standards with a focus on impurities, and before that in the IVD (In Vitro Diagnostic) industry. His scientific expertise
includes impurity testing, reference standards characterization and adjacent fields. Dr. Zeine has published several
articles and white papers on topics such as impurities, overview about (certified) reference materials, and the use of
reference standards in method development and validation.

Christine Zeine, Ph.D.

Title: Senior Manager Scientific Affairs, EMEA
Company: The United States Pharmacopeia
Education: Ph.D. in Silicon-Organic Chemistry,

Westphalian Wilhelms University Muenster, DE

Dr. Christian Zeine is Senior Manager in the Scientific Affairs Group for the EMEA
region, with a focus on Small Molecules, USP’s General Chapters and Biologics. Dr.
Zeine collaborates with scientific experts and stakeholders and is responsible to
protect and grow USP’s scientific reputation in the region and globally. Before joining
USP, Dr. Zeine worked for seventeen years in the field of pharmaceutical reference



The Value of Pharmacopeial 
Reference Standards

Do you know how Pharmacopeial Reference 
Standards save you work and increase your 

efficiency?

Christian Zeine, Ph.D.
Scientific Affairs Manager
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Agenda

 About USP

 Conclusive results

 Understanding uncertainty and risk

 Conclusions
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About USP: 200+ years of building trust

1820: a single “recipe book” 2021: Procedures and acceptance 
criteria to support medicinal articles 
in the marketplace 
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USP’s role in United States law: Standards for drugs

Strength, 
Purity, and 

Quality
Drug deemed 
adulterated
if strength or  
quality or purity 
falls below 
standards set forth 
in compendium 
[USP], unless
differences are 
plainly stated

FD&C Act section 
501(b)

Naming 
and 

Identity

Drug deemed 
misbranded unless 
its label bears the 
established USP 
name 

FD&C Act section 
502(e)

Packaging 
and 

Labeling 
Drug deemed 
misbranded, with 
certain exceptions,
unless it is 
packaged and 
labeled as 
prescribed in 
official 
compendium 
[USP]

FD&C Act section 
502(g)

Compounding

Compounded drugs 
exempted from 
specific FD&C Act 
requirements for 
labeling, 
manufacturing, and 
new drugs,  if 
certain USP 
chapters are 
followed

FD&C Act section 
503A

Note: USP is an independent, scientific nonprofit organization, that has no role in enforcement. 
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*I.B. Murimi-Worstell et al., PLoS ONE 14 (11) (2019).
**I.K. Warthin et al., J. Pharm. Sci. 109 (2) 944–949 (2020).

 Transparent setup process 

 Used by manufacturers and regulatory 
bodies to help ensure the quality of 
pharmaceutical products, and to facilitate 
access to affordable medicines*

 Compendial standards are of high value 
to the pharmaceutical industry because 
they decrease the development effort of 
pharmaceutical articles**

Compendial standards:
Data driven and grounded in science
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Compendial standards in general

WHO International Meeting of World Pharmacopoeias (IMWP), Value of Pharmacopoeial Standards for Access to Quality Medicines (Oct. 2020). https://www.who.int/docs/default-
source/medicines/norms-and-standards/value-of-pharm-stds-updated-final-oct-2020.pdf?sfvrsn=2d4e5052_4

 White Paper “Value of Pharmacopoeial
Standards” by the World Health Organization 
International Meeting of World Pharmacopoeias:

Pharmacop(o)eial standards …
– Facilitate the preparation and assessment of 

regulatory submission
– Provide a public mechanism for an 

independent verification of the quality of a 
product at any time during its shelf life

https://www.who.int/docs/default-source/medicines/norms-and-standards/value-of-pharm-stds-updated-final-oct-2020.pdf?sfvrsn=2d4e5052_4


What are conclusive results?
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The starting point
Pharmacopoeias establish public compendial standards

 Compendial standards developed in a transparent process
– Two types of standards

• Documentary standards (DS, e.g. general chapters,
monographs) 

• Physical reference standards (RS)

– Pharmacopeial RS
• Almost always primary RS
• Established by robust collaborative

approach
• Official status when connected to DS
 As outlined in USP GC <11>
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What is a conclusive result?

When assessing compliance with
monographs: Only combination of 
DS/RS is conclusive/authoritative
– Ph.Eur., General Text 5.12.

• Where a European Pharmacopoeia reference standard is 
referred to in a monograph or general chapter, it 
represents the official standard that is alone authoritative 
in case of doubt or dispute.

– USP General Notices 5.80.
• Where USP or NF tests or assays call for the use of a 

USP Reference Standard, only those results obtained 
using the specified USP Reference Standard are 
conclusive.

Consequently, other combinations of DS/RS are NOT conclusive 
and may potentially increase RISK.



The role uncertainty plays in 
understanding risk
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Uncertainty and risk

Source:
• Principle adopted from ISO 17511, 2013
• Not all standards are created equal. USP website. 

https://www.usp.org/sites/default/files/usp/document/our-work/chemical-
medicines/not-all-standards-are-created-equal.pdf. 

Measurement hierarchy
– Each step adds measurement 

uncertainty (MU)

– Secondary RS (or manufacturer’s 
(in)house standard):
• Often compared to pharmacopeial RS
• Comparison inevitably leaves 

secondary RS with a higher MU than 
pharmacopeial RS

• Higher MU also for the testing result 
(reportable value) 

– Guard band principle can 
visualize uncertainties and the 
implications

https://www.usp.org/sites/default/files/usp/document/our-work/chemical-medicines/not-all-standards-are-created-equal.pdf
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Uncertainty and risk

Guard bands*
– Commonly used

– Consider expanded uncertainties

– Should be as wide as expanded 
uncertainties

– Have also been suggested for 
pharmaceutical quality control**

*Eurachem, “Use of Uncertainty Information in Compliance Assessment,” 2007

**C. Burgess, Pharm. Tech. 38 (10) 52–58 (2014)
**C. Burgess, et al., “Fitness for Use: Decision Rules and Target Measurement Uncertainty,”

Pharmacopeial Forum 42 (2) (2016).
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Uncertainty and risk: Surrogatine HCl

C. Zeine et al., Pharm. Tech. 45 (2) 52–58 (2021). 
https://www.pharmtech.com/view/the-value-of-pharmacopeial-reference-
standards

Monograph situation

– Combination of documentary 
standard and pharmacopeial 
reference standard

– Uncertainties not needed for 
compendial purpose

– Acceptance zone identical with 
monograph limits

https://www.pharmtech.com/view/the-value-of-pharmacopeial-reference-standards
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C. Zeine et al., Pharm. Tech. 45 (2) 52–58 (2021). 
https://www.pharmtech.com/view/the-value-of-pharmacopeial-reference-
standards

Using secondary RS
Additional measurement step –

additional uncertainty

Means extension of guard band –
narrowing down acceptance zone to 
avoid risk of unknown OOS

In theory, the “full” uncertainty of 
0.96% would apply as guard band

Not really possible for users to 
estimate adequate narrowing of 
acceptance zone

Uncertainty and risk: Surrogatine HCl

https://www.pharmtech.com/view/the-value-of-pharmacopeial-reference-standards
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The risk may be compounded, depending on method precision

C. Zeine et al., Pharm. Tech. 45 (2) 52–58 (2021). https://www.pharmtech.com/view/the-value-of-pharmacopeial-reference-standards

Expanded uncertainties for reportable values of 
Surrogatine Hydrochloride, depending on 
reference standard used and measurement 
relative standard deviation (RSD) assumed, in 
%(w/w) RSD 0.2% RSD 0.3% RSD 0.4% RSD 0.5%
Pharmacopeial reference standard 0.80 1.00 1.23 1.48
Secondary reference standard 0.96 1.29 1.65 2.01

– Depending on precision (relative standard deviation, RSD) of the chromatographic methods 
used for comparison

– An RSD of 0.2% is realistic, but larger RSD (and lower) are also possible

Uncertainty and risk: Surrogatine HCl

Inevitably, guard bands widen with transition from pharmacopeial to 
secondary RS; they also widen with increasing measurement RSD

https://www.pharmtech.com/view/the-value-of-pharmacopeial-reference-standards


Conclusions
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* C. Zeine et al., Pharm. Tech. 45 (2) 52–58 (2021). https://www.pharmtech.com/view/the-value-of-pharmacopeial-reference-standards
T. Hadad-Avadyayev, “Pharmacopeia Standards—Global Teva R&D Perspective,” presentation at the 13th International Symposium on Pharmaceutical Reference Standards
(Strasbourg, France, March 13–14, 2019)

 Using pharmacopeial RS directly wherever possible saves time and energy related to:
– Inherently larger MU of assigned values of secondary RS, 

compared to primary (pharmacopeial) reference standards
– Consequently, larger MU of measurements obtained 

with those secondary reference standards
– The difficulty of and effort related to correctly adapting the 

range of acceptance/rejection zones, compared with the 
range associated with pharmacopeial reference standards
• Inappropriate to work with unchanged zones

 Establishing secondary standard always leads to more risk*

 Remember: Only pharmacopeial RS in combination with documentary standards 
deliver conclusive results (e.g. USP General Notices 5.80)

Setup and use of secondary inhouse RS is of challenging complexity 

Conclusions

https://www.pharmtech.com/view/the-value-of-pharmacopeial-reference-standards
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Final remarks and acknowledgements
 Co-authors (paper published in February 2021 

in Pharmaceutical Technology)
– Steven Walfish, Ravi Reddy, Doug Podolsky (all 

USP Staff)
– Jane Weitzel (USP Volunteer, Chair of EC Data 

Quality and Measurement)
– https://www.pharmtech.com/view/the-value-of-

pharmacopeial-reference-standards

 www.usp.org

 www.usp.org/reference-standards

 EMEA Webinar series playlist (USP YouTube 
Channel)

Useful links

https://www.pharmtech.com/view/the-value-of-pharmacopeial-reference-standards
http://www.usp.org/
http://www.usp.org/reference-standards
https://www.youtube.com/watch?v=klwI-Ev6ISo&list=PL4rjZIp6rgJqjQbXx3-camPq4XME2rcA8




christian.zeine@usp.org



USP-NF Compendial Update
(Nov 2021)



26
© 2019 USP

Nov 2021

New Revision Bulletins
• Baclofen Injection Notice and Monograph (posted 19–Nov–2021; official 01–Dec–2021)

• Dextrose Injection Notice and Monograph (posted 19–Nov–2021; official 01–Jun–2022)

• Magnesia Tablets Notice and Monograph (posted 19–Nov–2021; official 01–Dec–2022)

• Magnesium Carbonate Notice and Monograph (posted 19–Nov–2021; official 01–Dec–2022)

• Magnesium Hydroxide Notice and Monograph (posted 19–Nov–2021; official 01–Dec–2022)

• Magnesium Hydroxide Paste Notice and Monograph (posted 19–Nov–2021; official 01–Dec–2022)

• Magnesium Oxide Notice and Monograph (posted 19–Nov–2021; official 01–Dec–2022)

• Magnesium Trisilicate Notice and Monograph (posted 19–Nov–2021; official 01–Dec–2022)

• Milk of Magnesia Notice and Monograph (posted 19–Nov–2021; official 01–Dec–2022)

https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-80AB9C5B-A4D9-4E9D-BC62-A79872610DC9_4_en-US%26cf%3D16833%26v%3D7b6c92d51918df2fb10371b7b29234d3790386d17554d8db2df32a191ebac721&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482578980%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=8giUZlLWxzyx34gJ63%2BR8HzjgaOJRohye4i6zlDTAFM%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fdextrose-inj-rb-notice-20211119.pdf%26cf%3D16833%26v%3D3f270f9dc8f49c07f77751623e47cbd91dfceaed642934868ca70803e01e62e9&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482588931%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=rfx8DtLIoOZoANkyh39Vb7uuxrGFJ%2FOChMcZhpfBQ5E%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-0DBD6338-3DAA-482B-8CD0-BB374B6BD94F_5_en-US%26cf%3D16833%26v%3D01d581f0b1526b668bba2e8db525afc170a647f90d5c25699dac30b9f53db0c1&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482588931%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=9XCEICYZiul7auUMD4T7sHKqkinjBfI1Iwf1J0jX0Y0%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fmagnesia-tabs-rb-notice-20211119.pdf%26cf%3D16833%26v%3Deab81c9985ce57b8d4e396ecfd5a93e4e5dba73623c4db8dbc5b7517595285c2&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482598880%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=0pCQ2AgTakWMOB9yEor8Fo9KVADIP%2FdHy%2BoOcYwneb0%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-DAA80960-FFC0-4F33-A7A5-92D322669953_3_en-US%26cf%3D16833%26v%3Ddadb087f1f8190bee9cdcdaa20c2258ee8a03288fe547943dffd500347cb9bc2&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482598880%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=3aGimhhOxhk3qbwDKxbSGlMRb4HKRNeDjoKBwaVOYF0%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fmagnesium-carbonate-rb-notice-20211119.pdf%26cf%3D16833%26v%3Df8c96cec95836cedb0294f9899819180e59d3b3a0cce3ea6ce5da81f8c1929cd&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482608836%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=3JxCBzy6fH%2Fanv27hY4ZaaBQqK3rTlaX1rvyA%2BHO7bM%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-DDACA658-DDE0-42A4-8BEF-DED473D77333_5_en-US%26cf%3D16833%26v%3D6b1c6af0896171252ea544789964b3d5a1479bee2986a48216f2121786667c0e&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482608836%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=DHsK%2FO%2BOhtaMBB3Iu%2FU59vtMVZoTnSo3gZN6UorRa3I%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fmagnesium-hydroxide-rb-notice-20211119.pdf%26cf%3D16833%26v%3D456740cdc6f3a9634fe042f7c4e11ce00746ba85cda220c941ff53538bca024a&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482618795%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=xdn4dvvh8yGHWD9NIlojRVYQy8oyeMMuZzWRY7DB02w%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-84D848B8-F1CA-40A1-9BF3-AB4F7C4319E9_5_en-US%26cf%3D16833%26v%3D0b5f4470a601fe55636d2528dbf47b572d96ef22f2825f49a99c3351d9364469&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482618795%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=YXv4tZLOX%2FcRqxI3ZQAUQFC5azt0KWmW8dartIrsv7o%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fmagnesium-hydroxide-paste-rb-notice-20211119.pdf%26cf%3D16833%26v%3Db401ee9394df560052bd6e8e298fa725668b60442efcf9cdfca2d9b3972ed400&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482628748%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=5%2F3bF%2FDgjKuN2Qyb8UUeidWAnJogdoqDDcOMi%2BuiWr8%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-B122F00D-540C-4F0A-A1B8-7EA0DF539BBD_5_en-US%26cf%3D16833%26v%3D76203efe85fab20edbd0f1f526c2b98603c0be53ec75333c167a810532fbb46b&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482638705%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=8cZyOe18FEy4VGU5ynQy%2FY4yMTTM6GZBGSeDdVCfy60%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fmagnesium-oxide-rb-notice-20211119.pdf%26cf%3D16833%26v%3Da3003cc48a4c6e0e125057a3a834aa3b67b4995572de717aca3bae401b7e0a8d&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482638705%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=xf5VQ%2FLTWi%2BsjpW9xWNlXx4%2F8g0%2FJMozy%2FyceX56u0M%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-9096A6DF-953E-4291-83FD-2635F20712CF_5_en-US%26cf%3D16833%26v%3Dbc8811b3e39f316dc17dea120ab6b90dd4c53642ad689bc2b026337624732ab6&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482648665%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=dZiDw1CNJIme0Dt7Wqj3QI4KpExzurPhOBz%2Bu8vQf8k%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fmagnesium-trisilicate-rb-notice-20211119.pdf%26cf%3D16833%26v%3D2e899f140ed3179e2e2f593fdcce2f1d34fc07cc4db180b8bfd05bba8f459cbe&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482648665%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=7Jyi7JoxDRuUbrqNPcSsXoLlqBHcm6waa5roDX9858k%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-AD7A2BD0-E3F9-4744-83ED-8CF0D88F8471_5_en-US%26cf%3D16833%26v%3D511191efa90ed4ef9e088cbf243f8941bfb8c46afa09a62885cb4070713a8f74&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482658626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=Omv%2BSMMY88n150uLUlPm%2B8VB80aD7b6WP%2FW094lHn1o%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fmilk-of-magnesia-rb-notice-20211119.pdf%26cf%3D16833%26v%3D33e69400e010310bffa9f1f1240fcbdfc1ccef831690735fd00a42f4d2120089&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482668591%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=Ji6C8YqE49yLswc1OssZ9mUJYUguaMqA%2FmvS5tKjlCE%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-40D9DD8E-656D-437F-AE7D-B8EA639A322C_3_en-US%26cf%3D16833%26v%3D5f48b3b29d6be24350d99e6a1daf318c17e3713c985ad76c1b9ccf46b8fb44f4&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482678539%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=qNKtv%2FGMXAXqpAX6L6VpVvgpi8VoMHaMenwdyUwPmvA%3D&reserved=0
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Nov 2021

New Revision Bulletins
• Metformin Hydrochloride Extended-Release Tablets Notice and Monograph (posted 19–

Nov–2021; official 01–Dec–2021)

• Quetiapine Extended-Release Tablets Notice and Monograph (posted 19–Nov–2021; 

official 01–Dec–2021)

• Starch TS Notice and Monograph (posted 19–Nov–2021; official 01–Dec–2021)

• Chlordiazepoxide Hydrochloride and Clidinium Bromide Capsules Notice and Monograph

(posted 04–Nov–2021; official 05–Nov–2021) Previously published as a Pending Notice of 

Intent to Revise

• Dexamethasone Tablets Notice and Monograph (posted 02–Nov–2021; official 03–Nov–

2021) Previously published as a Pending Notice of Intent to Revise

https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fmetformin-hcl-ert-rb-notice-20211119.pdf%26cf%3D16833%26v%3De9b2b0ad1dc1a135277e01ec7cdcac8a76c0c583d4b049cd80a06ebdb5a556b0&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482658626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=ac5fELugd4M2CVWrlIS96mE2Ok6lS6TGlONeMidxO40%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-A5634506-1654-4ACA-8AD0-C17BD758ECCE_11_en-US%26cf%3D16833%26v%3D15b53f67ac301d8903432b4fdc1a23bf8e6882e5ca9d2403124679ea67db370f&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482668591%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=Th6oC1qzZCizAA3rzBrMbvZbIm4opL517HaReTtZ%2Bxw%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fquetiapine-ert-rb-notice-20211119.pdf%26cf%3D16833%26v%3D08e6d4ceb5a6e8814909aa512546edd47bee2043659d866a86d3e5eab5555f54&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482678539%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=5iVwa7Jx0luPmUWcfz4rE1uUFtvHmgN%2FKgR8AtB5mMw%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-0C1FE207-8097-4F0E-8D7C-E5A554850A9C_11_en-US%26cf%3D16833%26v%3D204a6b4a18ea79578c114c47accb04e51d81ef4b1a2f1532af916437011ba80f&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482688508%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=5jgd%2BAw2uqxEbCmkj%2F6oxwWGV8les7EMiXRO2oOPiqA%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fstarch-ts-rb-notice-20211119.pdf%26cf%3D16833%26v%3Daf1437a6a35b8563cd7beb60675d6527587527e0ed544d942bed4a56afc4743f&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482698456%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=YT542fyT64pEe0UUEUT80yED3XC0y1%2FKd9OUUgo1Ejs%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-44AA51B7-7275-466E-B151-BD1F6304B329_3_en-US%26cf%3D16833%26v%3D8c70f7b075afd8b8d06d474eb929efeb1bc475ae23aba52086f9fcdd56ddf34e&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482698456%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=70XcUEImA46yc8X0oLXziyfLfx%2BV69DrtYkSMJYNh%2BY%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fchlordiazepoxide-hcl-clidinium-br-caps-rb-notice-20211104.pdf%26cf%3D16833%26v%3D030d1f621dfc36b2955e79fbe4f7169d4b58fa452a3ede563eb4f02254615494&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482708411%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=NeYwzh0%2FoRHkCqMLJ%2FyDVX6auFoEoQ%2BxjIaUx2ZNNIc%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-FEAEAB75-A035-4B3A-A071-7791DA815587_3_en-US%26cf%3D16833%26v%3D3112c8803ddd44f92f9118bee7161335b42cff064f458fd68da586884a352ca0&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482708411%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=dtL1cpE%2BAyvwOgO4W4ohGgjxdT%2B%2FvQoiiu7gtyzgcS0%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fwww.uspnf.com%252Fsites%252Fdefault%252Ffiles%252Fusp_pdf%252FEN%252FUSPNF%252Frevisions%252Fdexamethasone-tabs-rb-notice-20211102.pdf%26cf%3D16833%26v%3D45ef065045c6fce6f12ba4a4f9ea4d80e733911fa60136ce919198ee72d78833&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482718364%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=jxONU9IcWPJpFZQebRp5%2BWh4SDJJ81i0iuD5R0Q5dd0%3D&reserved=0
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fclick.icptrack.com%2Ficp%2Frelay.php%3Fr%3D73612622%26msgid%3D307270%26act%3DO817%26c%3D1779229%26destination%3Dhttps%253A%252F%252Fonline.uspnf.com%252Fuspnf%252Fdocument%252F1_GUID-0FD50F5E-6476-42FA-87F8-386E9E8B94A3_4_en-US%26cf%3D16833%26v%3D4c645420130c7b1c7c93b0d5d6bc7518a99614158837a87c8d14340ead4577a0&data=04%7C01%7Cstella.lau%40usp.org%7Cb98c239b110a49d3e46608d9ab9780fc%7C79148c7896124756a5bf788ec2f143ce%7C0%7C0%7C637729489482718364%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=uHWN2UJJCA4hwnjfWg0KJCeDeQjavCMMYvJf7h4sP%2BA%3D&reserved=0
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Your APAC representatives 

Stella Lau
Strategic Customer Development Manager –Southeast Asia
Email: Stella.Lau@usp.org
Mobile: +65 9879 6799

Shin Kim (김신환)
Strategic Customer Development Manager – Korea & Japan
Contact: Shin.Kim@usp.org
Mobile: +82 10 4083 0715

Rocky Qiu
Senior Manager – APAC Strategic Customer Development 
Email: rocky.qiu@usp.org
Mobile: +65 8826 6799

mailto:Stella.Lau@usp.org
mailto:Shin.Kim@usp.org
mailto:rocky.qiu@usp.org


Upcoming Activities in APAC
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APAC activities in Jan 2022

1. USP-APEC Center of Excellence for Advanced Therapies Virtual 

Training Workshop on “Development and Validation of Bioassays 

for Advanced Therapies”– 20th- 21st Jan ( only for Regulators ) 

2. Quality Hour (Live Webinar) – Jan



Questions?
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1. Your feedback is important to us! Please complete the 
evaluation of today’s webinar that will be emailed to you after 
the webinar has ended.

2. This webinar has been recorded and will be made available 
free of charge within 2–4 weeks to all attendees who 
participated in today’s webinar.

Thank you for attending this webinar!



stella.lau@usp.org

mailto:stella.lau@usp.org
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