edicines & Healthcare products ‘,.}‘ N I BSC

Regulatory Agency Confidence in Biclogical Medicines

Key publications

Wadhwa M, Bird C, Dilger, P, Rigsby P, Jia H, Behr Gross M E, Participants of the
study (2017) Establishment of the first WHO International Standard for etanercept, a
TNF receptor Il Fc fusion protein: Report of an international collaborative study. J.
Immunol. Methods 447:14-22

Wadhwa M, Knezecvic |, Kang H, Thorpe R (2015) Immunogenicity assessment of
biotherapeutic products: An overview of assays and their utility. Biologicals 43(5),
298-306

Weise M, Bielsky MC, De Smet K, Ehmann F, Ekman N, Giezen TJ, Gravanis I,
Heim HK, Heinonen E, Ho K, Moreau A, Narayanan G, Kruse NA, Reichmann G,
Thorpe R, van Aerts L, Vleminckx C, Wadhwa M, Schneider CK (2012) Biosimilars:
what clinicians should know. Blood 120(26):5111-7

Gupta S et al. (2017) White Paper on recent issues in bioanalysis: a global
perspective on immunogenicity guidelines & biomarker assay performance (Part 3 -
LBA: immunogenicity, biomarkers and PK assays). Bioanalysis 9(24):1967-1996

Wadhwa M, Kang H, Hamel H, Jivapaisarnpong T (2017) Meeting report WHO
informal consultation on development of guidelines on procedures and data
requirements for changes to approved biotherapeutic products, Seoul, Republic of
Korea, 27-28 April 2017. Biologicals.



https://www.sciencedirect.com/science/article/pii/S0022175916303891?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S0022175916303891?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S1045105615000627?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S1045105615000627?via%3Dihub
http://www.bloodjournal.org/content/120/26/5111.long?sso-checked=true
http://www.bloodjournal.org/content/120/26/5111.long?sso-checked=true
https://www.future-science.com/doi/10.4155/bio-2017-4974?url_ver=Z39.88-2003&rfr_id=ori%3Arid%3Acrossref.org&rfr_dat=cr_pub%3Dwww.ncbi.nlm.nih.gov&
https://www.future-science.com/doi/10.4155/bio-2017-4974?url_ver=Z39.88-2003&rfr_id=ori%3Arid%3Acrossref.org&rfr_dat=cr_pub%3Dwww.ncbi.nlm.nih.gov&
https://www.future-science.com/doi/10.4155/bio-2017-4974?url_ver=Z39.88-2003&rfr_id=ori%3Arid%3Acrossref.org&rfr_dat=cr_pub%3Dwww.ncbi.nlm.nih.gov&
https://www.sciencedirect.com/science/article/pii/S1045105617301501?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S1045105617301501?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S1045105617301501?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S1045105617301501?via%3Dihub

