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1. "Producing Products by Enzyme Catalyzed Reactions in Supercritical Fluids" U.S. Patent No. 4,925,790, 

issued May 15, 1990. 

2. “Solubilization of Pharmaceutical Substances in an Organic Solvent and Preparation of Pharmaceutical 

Powders Using the Same”, U.S. Patent #5,770,559, June 23, 1998, M.C. Manning, T.W. Randolph, E. Shefter, 
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3. “Solubilization of Pharmaceutical Substances in an Organic Solvent and Preparation of Pharmaceutical 

Powders Using the Same”, U.S. Patent #5,981,474, November 9, 1999, M.C. Manning, T.W. Randolph, E. 

Shefter, R.F. Falk 

4. “Chemical reactions in water-in-carbon dioxide microemulsions and control thereof ” U.S. Patent 5,814,678, 

September 29, 1998 

5. “High Pressure Refolding of Protein Aggregates and Inclusion Bodies” U.S. Patent 6,489,450, December 3, 

2002 

6. “High Pressure Refolding of Protein Aggregates and Inclusion Bodies” U.S. Patent 7,064,192 June 20, 2006 

7. “Microparticles of Lactide-Co-Glycolide Copolymers and Methods of Making and Using the Same”, ” U.S. 

Patent 6,319,521, November 20, 2001 
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9. “Preparation and Use of Photopolymerized Microparticles”  ” U.S. Patent 6,864,301, March 8, 2005 

10. “Sustained-release composition including amorphous polymer” U.S. Patent 6,613,358 September 2, 2003, and 

Canadian Patent No. 2,324,254, Issued January 4, 2005. 

11. “Hydroxyethyl starch—containing polypeptide compositions” U.S. Patent. 6,982,080, January 3, 2006 
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13. “Devices and Methods for the Production of Particles” U.S. Patent 7,332,111, February 19, 2008 

14. “Spray freeze dry of compositions for pulmonary administration” U.S. Patent 7,923,029, April 12, 2011 

15. High-pressure inclusion body solubilization and protease clipping of recombinant fusion proteins” U.S. Patent 

7,829, 681, November 9, 2010   

16. “High Pressure Refolding of Protein Aggregates and Inclusion Bodies” U.S. Patent 7,767,795, Aug 3, 2010 

17. “Methods for protein refolding” U.S. Patent 7,538,198, May 26, 2009 

18. Spray Freeze dryed Compositions for pulmonary administration, U.S. Patent 8,239,275, October 23, 2012 

19. “Methods for Protein Refolding” U.S. Patent 8,329,878, Dec 11, 2012 

20. “Method of preparing an immunologically-active adjuvant-bound dried vaccine composition” U.S. Patent 

8,444,991, May 21, 2013. 

21. “Methods for evaluating the aggregation of a protein in a suspension including organopolysiloxane and 

medical articles coated with organopolysiloxane containing a protein solution”, U.S. Patent 8,633,034, January 

21, 2014 

22. “Method for reducing immunogenicity of therapeutic protein compositions”, U.S. Patent 8,697,848, April 15, 

2014 
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25. “Method of preparing an immunologically-active adjuvant-bound dried vaccine composition”, U.S. Patent 

8,808,710, August 19, 2014  

26. “Compositions and methods for making and using thermostable immunogenic formulations with increased 

compatibility of use as vaccines against one or more pathogens” U.S. Patent 10,751,408, August 25, 2020   

27. “Compositions, methods and uses for thermally stable multi-targeted antigens” U.S. Patent 11,273,127, March 

15, 2022 

28. “Compositions and methods for making and using thermostable immunogenic formulations with increased 

compatibility of use as vaccines against one or more pathogens” U.S. Patent 11,364,293, June 21, 2022 



 

 

29. “Thermostable vaccine compositions and methods of preparing same”  U.S. Patent No. 11,491,111, 
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Platform Yield Thermostable, Single-Shot Vaccines.  J Pharm Sci.  2022 May;111(5):1354-1362.  

doi: 10.1016/j.xphs.2022.01.013. Epub 2022 Jan 23.  

 

251.  Kendall B Preston, Teri Ann S Wong, Michael M Lieberman, Albert To, Chih-Yun Lai, Alex Granados, Holly 

Thomasson, John Misamore, Jake Yalley-Ogunro, Mehtap Cabus, Hanne Andersen, Oreola Donini, Axel T Lehrer, 

Theodore W Randolph.  Lyophilized Filovirus Glycoprotein Vaccines: Peroxides in a Vaccine Formulation with 

Polysorbate 80-containing Adjuvant are Associated with Reduced Neutralizing Antibody Titers in both Mice and Non-

human Primates. J Pharm Sci  2022 Dec;111(12):3424-3434. doi: 10.1016/j.xphs.2022.05.017. Epub 2022 May 21.  

  

250. Movafaghi, S.; Daniels, A. I.; Kelly, M. D.; Witeof, A. E.; Calderon, C. P.; Randolph, T. W.; Goodwin, A. P. 

Hydrogel Coatings on Container Surfaces Reduce Protein Aggregation Caused by Mechanical Stress and Cavitation. 

ACS Applied Bio Materials 2021, 4 (9), 6946-6953. DOI: 10.1021/acsabm.1c00622. 
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characteristics and immunogenicity after co-lyophilization with adjuvant. Vaccine 2021, 39 (39), 5650-5657. DOI: 

10.1016/j.vaccine.2021.08.003. 
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Cheong, F. C.; Garidel, P.; et al. An Interlaboratory Comparison on the Characterization of a Sub-micrometer 

Polydisperse Particle Dispersion. J Pharm Sci 2021. DOI: 10.1016/j.xphs.2021.11.006. 
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10.1016/j.ejpb.2021.08.008. 
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Randolph.   Insulin Fibril Formation Caused by Mechanical Shock and Cavitation. The Journal of Physical Chemistry 

B (2021) Article ASAP DOI: 10.1021/acs.jpcb.1c01997 
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Epub 2021 Feb 27. PMID: 33647275. 
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10.1016/j.xphs.2020.09.011 
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10.1016/j.xphs.2019.01.029. 
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Biotechnology Journal 2020, 15 (9). DOI: 10.1002/biot.202000096. 
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235. Snell, J. R.; Monticello, C. R.; Her, C.; Ross, E. L.; Frazer-Abel, A. A.; Carpenter, J. E.; Randolph, T. W., 
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Formulations After Application of Mechanical Shock. Journal of Pharmaceutical Sciences 2020, 109 (3), 1270-1280. 
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231. Wu, H. and Randolph, TW. Rapid Quantification of Protein Particles in High-Concentration Antibody J 
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230. Sorret LL, Monticello CR, DeWinter MA, Schwartz DK, Randolph TW. Steric Repulsion Forces Contributed 
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Post-production handling and administration of protein pharmaceuticals and potential instability issues. J Pharm Sci. 
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formation in intravenous immunoglobulin solutions during freeze-thawing and agitation stresses. J Pharm Sci 2018. 

226. Sorret, L. L.; DeWinter, M. A.; Schwartz, D. K.; Randolph, T. W., Protein-protein interactions controlling 

interfacial aggregation of rhIL-1ra are not described by simple colloid models. Protein Sci 2018. 

225. Daniels, A. L.; Randolph, T. W., Flow Microscopy Imaging Is Sensitive to Characteristics of Subvisible 

Particles in Peginesatide Formulations Associated With Severe Adverse Reactions. J Pharm Sci 2018. 
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Imaging Microscopy Data to Classify Subvisible Particles in Protein Formulations. J Pharm Sci 2018, 107 (4), 999-
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using coarse-grained simulations. Molecular Simulation, 2017, 1-11. 
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interactions from measurements of molecular diffusivity. Biophysical J., 2016, Vol 111(9): 1831-1842.  
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Lyophilized Intravenous Immunoglobulin Formulations Containing Polysorbate 20. J Pharm Sci. 2016, Volume 105, 
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Can Induce Antibody Responses Against Recombinant Murine Growth Hormone in Mice. J Pharm Sci. 2016 
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213. Jiskoot W, Kijanka G, Randolph TW, Carpenter JF, Koulov AV, Mahler HC, et al. Mouse Models for 

Assessing Protein Immunogenicity: Lessons and Challenges. J Pharm Sci. 2016 May;105(5):1567-75. 
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212. Gerhardt A, McUmber AC, Nguyen BH, Lewus R, Schwartz DK, Carpenter JF, et al. Surfactant Effects on 

Particle Generation in Antibody Formulations in Pre-filled Syringes. Journal of Pharmaceutical Sciences. 2015 
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