24 NIBSC

Confidence in Biological Medicines

Dr Peter Rigsby

Publications

REFERENCE REAGENTS FOR PROSTATE-SPECIFIC ANTIGEN (PSA): ESTABLISHMENT OF THE
FIRST INTERNATIONAL STANDARDS FOR FREE PSA AND PSA (90:10).

B Rafferty, P Rigsby, M Rose, T Stamey & R Gaines Das.

Clinical Chemistry 46:9, 1310-1317 (2000)

MULTICENTRE COLLABORATIVE STUDY TO CALIBRATE IGF-II BY BIOASSAY AND
IMMUNOASSAY: ESTABLISHMENT OF THE FIRST WHO REFERENCE REAGENT.

B Rafferty, P Rigsby & R E Gaines-Das.

Growth Hormone & IGF Research 2001; 11:1, 1-6

STANDARDISATION OF FACTOR VIl AND VON WILLEBRAND FACTOR IN PLASMA:
CALIBRATION OF THE 4TH INTERNATIONAL STANDARDS (97/586).

A R Hubbard, P Rigsby & T W Barrowcliffe.

Thrombosis and Haemostasis 2001; 85: 634-638

CALIBRATION OF REPLACEMENT INTERNATIONAL STANDARD AND EUROPEAN
PHARMACOPOEIA BIOLOGICAL REFERENCE PREPARATION FOR DIPHTHERIA TOXOID,
ADSORBED.

D Sesardic, R Winsnes, P Rigsby & R Gaines Das.

Biologicals (2001) 29, 107-122

INTERNATIONAL STANDARDS FOR HEPATOCYTE GROWTH FACTOR/SCATTER FACTOR:
INITIAL ASSESSMENT OF CANDIDATE MATERIALS AND THEIR EVALUATION BY MULTICENTRE
COLLABORATIVE STUDY.

B Rafferty, P Maile, P Rigsby, R E Gaines Das & C J Robhinson.

Journal of Immunological Methods 258 (2001) 1-11

INTERNATIONAL COLLABORATIVE STUDY: EVALUATION OF PROPOSED INTERNATIONAL
REFERENCE REAGENT OF PERTUSSIS ANTISERUM (MOUSE) 97/642.

Rose Gaines Das, Dorothy Xing, Peter Rigsby, Penny Newland & Michael Corbel.

Biologicals (2001) 29, 137-148

A NATIONAL QUALITY ASSESSMENT SCHEME FOR COUNTING RESIDUAL LEUCOCYTES IN
UNFIXED LEUCODEPLETED PRODUCTS: THE EFFECT OF STANDARDISATION AND 48-HOUR
STORAGE.

Pranee Krailadsiri, Jerard Seghatchian, Peter Rigsby, Antoaneta Bukasa & S Bashir.

Transfusion and Apheresis Science (2002) 26, 73-81

A PLATELET QUALITY ASSESSMENT SCHEME FOR COMPARING THE PERFORMANCE OF
QUALITY MONITORING LABORATORIES IN THE UK NATIONAL BLOOD SERVICE.

Jerard Seghatchian, Pranee Krailadsiri, Peter Rigsby, Antoaneta Bukasa & Saber Bashir.

Transfusion and Apheresis Science (2002) 26, 83-90

Medicines and Healthcare
Products Reqgulatory Agency




24 NIBSC

Confidence in Biological Medicines

CALIBRATION OF REPLACEMENT INTERNATIONAL STANDARD AND EUROPEAN
PHARMACOPOEIA BIOLOGICAL REFERENCE PREPARATION FOR TETANUS TOXOID,
ADSORBED.

D Sesardic, R Winsnes, P Rigsby, R Tierney & R Gaines Das.

Biologicals (2002) 30, 49-68

A PERFORMANCE EVALUATION OF COMMERCIAL FIBRINOGEN REFERENCE PREPARATIONS
AND ASSAYS FOR CLAUSS AND PT-DERIVED FIBRINOGEN.

I J Mackie, A Lawrie, S Kitchen, P Gaffney, D Howarth, G D Lowe, J Martin, G Purdy, P Rigsby & A
Rumley.

Thrombosis and Haemostasis 2002; 87: 997-1005

A VERO CELL METHOD FOR POTENCY TESTING OF DIPHTHERIA VACCINES.
Winsnes R, Sesardic D, Daas A and Rigshy P.
Dev Biol. Basel, Karger, 2002, vol 111, pp 141-148.

A MULTICENTRE ASSESSMENT OF THE ENDOGENOUS THROMBIN POTENTIAL USING A
CONTINUOUS MONITORING AMIDOLYTIC TECHNIQUE.

Andrew S Lawrie, Elaine Gray, Dave Leeming, Simon J Davidson, Gordon Purdy, Romina lampietro,
Steve Craig, Peter Rigsby and lan J Mackie.

British Journal of Haematology, 2003, 123, 335-341

COLLABORATIVE STUDY FOR THE VALIDATION OF SEROLOGICAL METHODS FOR POTENCY
TESTING OF DIPHTHERIA TOXOID VACCINES.

D Sesardic, R Winsnes, P Rigsby and M-E Behr-Gross.

Pharmeuropa Bio 2003(2), 69-75

COLLABORATIVE STUDY TO ESTABLISH THE LOW-MOLECULAR-MAS HEPARIN FOR ASSAY.
EUROPEAN PHARMACOPOEIA BIOLOGICAL REFERENCE PREPARATION.

E Gray, P Rigsby and M-E Behr-Gross.

Pharmeuropa Bio 2004(1), 59-76

EVALUATION OF A CANDIDATE INTERNATIONAL STANDRAD PREPARATION FOR HUMAN ANTI-
TOXOPLASMA IMMUNOGLOBULIN G.

Peter Rigsby, Sjoerd Rijpkema, Edward C Guy, Janet Francis and Rose Gaines Das.

Journal of Clinical Microbiology (Nov. 2004), Vol. 42, No. 11, p. 5133-5138

PROPOSAL AND QUALIFICATION OF A HARMONIZED ANTI-FACTOR Illa ASSAY FOR
UNFRACTIONATED HEPARIN POTENCY DETERMINATION.

Patrick N Shaklee, Elaine Gray, Peter Rigsby, Emmanuelle Charton, Toine Overbeeke, G W K van
Dedem, Erwin Coyne, Mette Schroder and Kristian B Johansen.

Pharmacopeial Forum, Vol. 30(5) [Sept.-Oct. 2004]

COLLABORATIVE STUDY TO ESTABLISH THE FIRST INTERNATIONAL STANDARD FOR
QUANTITATION OF ANTI-HPA-1A.

D. Allen, P. Rigsby, H. Bessos, J. Berry, D. Wilson, W. H. Ouwehand, S. Urbaniak & P. Metcalfe

Vox Sanguinis (2005) 89, 100-104

INVESTIGATION IN A MODEL SYSTEM OF THE EFFECTS OF COMBINATIONS OF ANTHRAX AND
PERTUSSIS VACCINES ADMINISTERED TO SERVICE PERSONNEL IN THE 1991 GULF WAR.

Medicines and Healthcare
Products Reqgulatory Agency




24 NIBSC

Confidence in Biological Medicines

Sjoerd G. Rijpkema, Trudy Adams, Peter Rigsby, Dorothy K. Xing & Michael J. Corbel
Human Vaccines 1:4, 165-169; July/August 2005

BOTULINUM TYPE A TOXIN NEUTRALISATION BY SPECIFIC IGG AND ITS FRAGMENTS: A
COMPARISON OF MOUSE SYSTEMIC TOXICITY AND LOCAL FLACCID PARALYSIS ASSAYS.

R. G. A. Jones, T. A. Alsop, R. Hull, R. Tierney, P. Rigsby, J. Holley & D. Sesardic

Toxicon 48 (2006) 246-254

EVALUATION OF ADENYL CYCLISE TOXIN CONSTRUCTS FROM BORDETELLA PERTUSSIS AS
CANDIDATE VACCINE COMPONENTS IN AN IN VITRO MODEL OF COMPLEMENT-DEPENDENT
INTRAPHAGOCYTIC KILLING.

Sandra Prior, Roland A. Fleck, Margaret L. Gillett, Peter R. Rigsby, Michael J. Corbel, Glyn N. Stacey
& Dorothy K. L. Xing

Vaccine 24 (2006) 4794-4803

A RETROSPECTIVE STUDY ON THE QUALITY OF HAEMOPHILUS INFLUENZAE TYPE B
VACCINES USED IN THE UK BETWEEN 1996 AND 2004.

Bolgiano B, Mawas F, Burkin K, Crane DT, Saydam M, Rigsby P, Corbel MJ.

Hum Vaccin. 2007 Sep-Oct;3(5):176-82.

A COLLABORATIVE STUDY TO ESTABLISH THE 1ST INTERNATIONAL STANDARD FOR FACTOR
Xl PLASMA.

Raut S, Merton RE, Rigsby P, Muszbek L, Seitz R, Ariéns RA, Barrowcliffe TW, Ichinose A; ISTH/SSC
Factor XIII Subcommittee and the Factor Xlll Standardization Working Party.

J Thromb Haemost. 2007 Sep;5(9):1923-9.

EVALUATION OF THE SACCHARIDE CONTENT AND STABILITY OF THE FIRST WHO
INTERNATIONAL  STANDARD FOR  HAEMOPHILUS INFLUENZAE B  CAPSULAR
POLYSACCHARIDE.

Mawas F, Bolgiano B, Rigsby P, Crane D, Belgrave D, Corbel MJ.

Biologicals. 2007 Oct;35(4):235-45.

AN IMPROVED METHOD FOR DEVELOPMENT OF TOXOID VACCINES AND ANTITOXINS.
Jones RG, Liu Y, Rigsby P, Sesardic D.
J Immunol Methods. 2008 Aug 20;337(1):42-8.

REPORT OF AN INTERNATIONAL COLLABORATIVE STUDY TO ESTABLISH THE SUITABILITY OF
USING MODIFIED ATP ASSAY FOR VIABLE COUNT OF BCG VACCINE.

Ho MM, Markey K, Rigsby P, Jensen SE, Gairola S, Seki M, Castello-Branco LR, Lopez-Vidal Y,
Knezevic |, Corbel MJ.

Vaccine. 2008 Aug 26;26(36):4754-7.

CALIBRATION OF REPLACEMENT INTERNATIONAL STANDARDS OF DIPHTHERIA AND
TETANUS TOXOIDS FOR USE IN FLOCCULATION TEST.

Preneta-Blanc R, Rigsby P, Wilhelmsen ES, Tierney R, Brierley M, Sesardic D.

Biologicals. 2008 Sep;36(5):315-26.

TRANSFERABILITY OF DERMAL TEMPERATURE HISTAMINE SENSITISATION TEST FOR
ESTIMATION OF PERTUSSIS TOXIN ACTIVITY IN VACCINES.

Gaines-Das R, Ochiai M, Douglas-Bardsley A, Asokanathan C, Horiuchi Y, Rigsby P, Corbel MJ, Xing
DK.

Medicines and Healthcare
Products Reqgulatory Agency




24 NIBSC

Confidence in Biological Medicines

Hum Vaccin. 2009 Mar 15;5(3).

OPTIMIZATION OF THE FORMULATION FOR A CANDIDATE LYOPHILISED TETANUS TOXOID
REFERENCE PREPARATION.

Matejtschuk P, Malik K, Tierney R, Sloth Wilhelmsen E, Preneta-Blanc R, Rigsby P, Sesardic D.
Biologicals. 2008 Sep 18.

COLLABORATIVE STUDY FOR THE ESTABLISHMENT OF REPLACEMENT BATCHES FOR
HUMAN COAGULATION FACTOR IX CONCENTRATE REFERENCE STANDARDS.

Gray E, Pickering W, Hockley J, Rigsby P, Weinstein M, Terao E, Buchheit KH.

Pharmeuropa Bio. 2008 Dec;2008(1):19-30.

DEVELOPMENT AND USE OF A NOVEL IN VITRO ASSAY FOR TESTING OF DIPHTHERIA
TOXOID IN COMBINATION VACCINES.

Coombes L, Stickings P, Tierney R, Rigsby P, Sesardic D.

J Immunol Methods. 2009 Oct 31;350(1-2):142-9.

EVALUATION OF TWO HUMAN PLASMA POOLS AS CANDIDATE INTERNATIONAL STANDARD
PREPARATIONS FOR SYPHILITIC ANTIBODIES.

Rigsby P, Ison C, Brierley M, Ballard R, Hagedorn HJ, Lewis DA, Notermans DW, Riis J, Robertson P,
Seppéala 13, Rijpkema S.

Biologicals. 2009 Aug;37(4):245-51.

THE FIRST INTERNATIONAL STANDARD FOR INSULIN-LIKE GROWTH FACTOR-1 (IGF-1) FOR
IMMUNOASSAY: PREPARATION AND CALIBRATION IN AN INTERNATIONAL COLLABORATIVE
STUDY.

Burns C, Rigsby P, Moore M, Rafferty B.

Growth Horm IGF Res. 2009 Oct;19(5):457-62.

CALIBRATION OF EUROPEAN PHARMACOPOEIA BIOLOGICAL REFERENCE PREPARATION
FOR DIPHTHERIA VACCINE (ADSORBED) BATCH 4.

Stickings P, Rigsby P, Buchheit KH, Sesardic D.

Pharmeur Bio Sci Notes. 2009 Oct;2009(1):1-9.

CALIBRATION OF THE WHO 1ST INTERNATIONAL STANDARD AND SSC/ISTH SECONDARY
COAGULATION STANDARD FOR TISSUE PLASMINOGEN ACTIVATOR ANTIGEN IN PLASMA.
Longstaff C, Rigsby P, Whitton C; SSC Subcommittee on Fibrinolysis.

J Thromb Haemost. 2010 Aug;8(8):1855-7.

IMMUNOGENICITY AND THERMAL STABILITY OF A COMBINED VACCINE AGAINST
HAEMOPHILUS INFLUENZAE TYPE B AND NEISSERIA MENINGITIDIS SEROGROUP C
DISEASES.

Saydam M, Burkin K, Care R, Rigsby P, Bolgiano B, Mawas F.

Vaccine. 2010 Aug 31;28(38):6228-34.

COLLABORATIVE STUDY FOR THE CALIBRATION OF A REPLACEMENT INTERNATIONAL
STANDARD FOR DIPHTHERIA TOXOID ADSORBED.

Stickings P, Rigsby P, Coombes L, Malik K, Matejtschuk P, Sesardic D.

Biologicals. 2010 Sep;38(5):529-38.

ESTABLISHMENT OF THE FIRST WORLD HEALTH ORGANIZATION INTERNATIONAL GENETIC

Medicines and Healthcare
Products Reqgulatory Agency




24 NIBSC

Confidence in Biological Medicines

REFERENCE PANEL FOR QUANTITATION OF BCR-ABL MRNA.

White HE, Matejtschuk P, Rigsby P, Gabert J, Lin F, Lynn Wang Y, Branford S, Miller MC, Beaufils N,
Beillard E, Colomer D, Dvorakova D, Ehrencrona H, Goh HG, El Housni H, Jones D, Kairisto V, Kamel-
Reid S, Kim DW, Langabeer S, Ma ES, Press RD, Romeo G, Wang L, Zoi K, Hughes T, Saglio G,
Hochhaus A, Goldman JM, Metcalfe P, Cross NC.

Blood. 2010 Nov 25;116(22):e111-7

REPORT OF AN INTERNATIONAL COLLABORATIVE STUDY TO ESTABLISH THE FIRST WHO
REFERENCE REAGENTS FOR BCG VACCINES OF THREE DIFFERENT SUB-STRAINS.

Ho MM, Markey K, Rigsby P, Hockley J, Corbel MJ.

Vaccine. 2011 Jan 10;29(3):512-8.

PHRENIC NERVE-HEMIDIAPHRAGM AS A HIGHLY SENSITIVE REPLACEMENT ASSAY FOR
DETERMINATION OF FUNCTIONAL BOTULINUM TOXIN ANTIBODIES.

Rasetti-Escargueil C, Liu Y, Rigsby P, Jones RG, Sesardic D.

Toxicon. 2011 Jun;57(7-8):1008-16.

CALIBRATION OF THE PH. EUR. BIOLOGICAL REFERENCE PREPARATION (BRP) FOR TETANUS
VACCINE (ADSORBED) BATCH 3.

Tierney R, Hockley J, Rigsby P, Terao E, Daas A, Buchheit KH, Sesardic D.

Pharmeur Bio Sci Notes. 2011 Jun;2011(1):1-26.

AN INTERNATIONAL COLLABORATIVE STUDY TO ESTABLISH THE WHO 1ST INTERNATIONAL
STANDARD FOR ALPHA-1-ANTITRYPSIN.

Thelwell C, Marszal E, Rigsby P, Longstaff C.

Vox Sang. 2011 Jul;101(1):83-9.

EUVAC.NET COLLABORATIVE STUDY: EVALUATION AND STANDARDISATION OF SEROLOGY
FOR DIAGNOSIS OF PERTUSSIS.

Xing D, Markey K, Newland P, Rigsby P, Hockley J, He Q.

J Immunol Methods. 2011 Sep 30;372(1-2):137-45.

AN INTERNATIONAL REFERENCE REAGENT FOR THE DETECTION OF RHD AND SRY DNA IN
PLASMA.

Metcalfe P, Rigsby P, Tait E, Urbaniak S.

Vox Sang. 2011 Oct 4.

COLLABORATIVE STUDY FOR THE CALIBRATION OF A REPLACEMENT INTERNATIONAL
STANDARD FOR TETANUS TOXOID ADSORBED.

Tierney R, Stickings P, Hockley J, Rigsby P, Iwaki M, Sesardic D.

Biologicals. 2011 Nov;39(6):404-16.

AN INTERNATIONAL COLLABORATIVE STUDY TO ESTABLISH THE WHO 1ST INTERNATIONAL
STANDARDS FOR C1-INHIBITOR, PLASMA AND CONCENTRATE.

Thelwel C, Rigsby P, Longstaff C; ISTH-SSC Subcommittee on Factor XI and Contact System.

J Thromb Haemost. 2011 Oct;9(10):2097-9.

ANIMAL REFINEMENT AND REDUCTION: ALTERNATIVE APPROACHES FOR POTENCY TESTING
OF DIPHTHERIA AND TETANUS VACCINES

Stickings P, Rigsby P, Coombes L, Hockley J, Tierney R, Sesardic D.

Procedia in Vaccinology 5 (2011) 200 — 212

Medicines and Healthcare
Products Reqgulatory Agency




24 NIBSC

Confidence in Biological Medicines

A FUNCTIONAL DUAL-COATED (FDC) MICROTITER PLATE METHOD TO REPLACE THE
BOTULINUM TOXIN LD50 TEST.

Liu YY, Rigsby P, Sesardic D, Marks JD, Jones RG.

Anal Biochem. 2012 Jun 1;425(1):28-35. doi: 10.1016/j.ab.2012.02.038. Epub 2012 Mar 6.

EVALUATION OF A CANDIDATE INTERNATIONAL STANDARD FOR MENINGOCOCCAL GROUP C
POLYSACCHARIDE.

Vipond C, Mulloy B, Rigsby P, Burkin K, Bolgiano B; MenC IS Working Group.

Biologicals. 2012 Sep;40(5):353-63. Epub 2012 May 22.

INTERNATIONAL REFERENCE REAGENTS TO STANDARDISE BLOOD GROUP GENOTYPING:
EVALUATION OF CANDIDATE PREPARATIONS IN AN INTERNATIONAL COLLABORATIVE
STUDY.

Boyle J, Thorpe SJ, Hawkins JR, Lockie C, Fox B, Matejtschuk P, Halls C, Metcalfe P, Rigsbhy P,
Armstrong-Fisher S, Varzi AM, Urbaniak S, Daniels G.

Vox Sang. 2013 Feb;104(2):144-52. doi: 10.1111/j.1423-0410.2012.01641.x. Epub 2012 Aug 9.

EVALUATION OF AN IN VITRO ASSAY SYSTEM AS A POTENTIAL ALTERNATIVE TO CURRENT
HISTAMINE SENSITIZATION TEST FOR ACELLULAR PERTUSSIS VACCINES.

Xing D, Yuen CT, Asokanathan C, Rigsby P, Horiuchi Y.

Biologicals. 2012 Nov;40(6):456-65. doi: 10.1016/j.biologicals.2012.07.013. Epub 2012 Aug 11.

IN VITRO ANTIGEN ELISA FOR QUALITY CONTROL OF TETANUS VACCINES.
Coombes L, Tierney R, Rigsby P, Sesardic D, Stickings P.
Biologicals. 2012 Nov;40(6):466-72. doi: 10.1016/j.biologicals.2012.07.011. Epub 2012 Aug 13.

AN INTERNATIONAL REFERENCE REAGENT FOR THE DETECTION OF ANTI-HUMAN
NEUTROPHIL ANTIGEN-1A.

Metcalfe P, Rigsby P, Pearson H, Lucas G.

Vox Sang. 2013 Feb;104(2):153-8. doi: 10.1111/j.1423-0410.2012.01647.x. Epub 2012 Sep 23.

A NOVEL ENZYME-LINKED IMMUNO-SORBENT ASSAY (ELISA) FOR THE QUANTIFICATION OF
TOTAL AND FREE POLYSACCHARIDE IN HAEMOPHILUS INFLUENZAE B-TETANUS TOXOID
CONJUGATE VACCINES IN MONOVALENT AND COMBINED VACCINE FORMULATIONS.

Saydam M, Rigsby P, Mawas F.

Biologicals, 2014 Jan;42(1):29-33. doi: 10.1016/j.biologicals.2013.10.002. Epub 2013 Nov 5.

CALIBRATION AND COMMUTABILITY ASSESSMENT OF THE 1ST INTERNATIONAL STANDARD
FOR DIPHTHERIA ANTITOXIN HUMAN.

Stickings P, Rigsby P, Coombes L, von Hunolstein C, Ralli L, Pinto A, Sesardic D. Biologicals. 2012
Nov;41(6):384-92.

AN INTERNATIONAL COLLABORATIVE STUDY TO ESTABLISH THE WHO 2ND INTERNATIONAL
STANDARD FOR HIGH MOLECULAR WEIGHT UROKINASE.

Longstaff C, Thelwell C, Rigsby P.

J Thromb Haemost. 2014 Mar;12(3)415-7.

Medicines and Healthcare
Products Reqgulatory Agency




