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MHRA have delegated responsibility to assess 
candidates as ‘eligible QPs’ to the three 
professional bodies :-

RPSGB, RSC and IOBRPSGB, RSC and IOB

Responsibility to confirm an individual as a 
Qualified Person on a Manufacturer’s 
Authorisation rests with the MHRAMHRA.
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Purpose of QP Assessment processPurpose of QP Assessment process

•• Confirm candidateConfirm candidate’’s qualifications and s qualifications and 
experience are applicableexperience are applicable

•• Assure candidateAssure candidate’’s knowledge of the Study s knowledge of the Study 
Guide is adequateGuide is adequate

•• Test candidateTest candidate’’s ability to apply their s ability to apply their 
knowledge and experienceknowledge and experience
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Study Guide 2006Study Guide 2006

1.0 The QP in the Pharmaceutical Industry1.0 The QP in the Pharmaceutical Industry
‘…‘… the assessors must be satisfied that an the assessors must be satisfied that an 

applicant after a suitable induction period, will applicant after a suitable induction period, will 
be able to function as a QP be able to function as a QP in any licensed in any licensed 
undertaking.undertaking.’’
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Study Guide 2006Study Guide 2006

•• Preface:Preface:
‘‘The three professional bodies require an applicantThe three professional bodies require an applicant
for certification as a QP to for certification as a QP to demonstrate foundationdemonstrate foundation
knowledgeknowledge and to be able to and to be able to apply his or herapply his or her
knowledge of QMS principlesknowledge of QMS principles, they will also be, they will also be
expected to expected to demonstrate understanding of thedemonstrate understanding of the
additional knowledgeadditional knowledge requirements.requirements.’’
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Study Guide Knowledge elementsStudy Guide Knowledge elements
Foundation 

1. Pharmaceutical Law and Administration
2. The Role and Professional Duties of a QP
3. Quality Management Systems

Additional
–Mathematics and Statistics
–Medicinal Chemistry and Therapeutics
–Pharmaceutical Formulation and Processing
–Pharmaceutical Microbiology
–Analysis and Testing
–Pharmaceutical Packaging
–Active Pharmaceutical Ingredients
–Investigational Medicinal Products
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Experience Evolution for QP eligibilityExperience Evolution for QP eligibility

•• Pre 2000Pre 2000 Experience of all dosage forms.Experience of all dosage forms.
•• 20002000--20062006 Detailed knowledge of one dosage Detailed knowledge of one dosage 

form plus ability to extrapolate.form plus ability to extrapolate.
•• May 2006May 2006 Detailed knowledge of dosage form Detailed knowledge of dosage form 

under which claiming MA experience.under which claiming MA experience.
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Assessment Process ChangesAssessment Process Changes

•• Knowledge and experience will be assessed principally Knowledge and experience will be assessed principally 
via the application form.via the application form.

•• SponsorSponsor’’s form is a key reference document.s form is a key reference document.
•• Use of scenario questions during the oral examination Use of scenario questions during the oral examination 

will allow assessors to verify knowledge and experience will allow assessors to verify knowledge and experience 
plus test a candidateplus test a candidate’’s ability to extrapolate their s ability to extrapolate their 
knowledge.knowledge.
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% Pass 1998 to 2007% Pass 1998 to 2007
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Interviews and passes 1998 Interviews and passes 1998 –– 2007 by 2007 by 
Professional BodyProfessional Body

Is there sufficient Supply to meet Demand?Is there sufficient Supply to meet Demand?
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Assessment Assessment ‘‘Take Take AwaysAways’’

•• No statistical difference in Annual pass rateNo statistical difference in Annual pass rate

•• Current assessment approach aims to more closely Current assessment approach aims to more closely 

reflect the scenarios experienced by the QPreflect the scenarios experienced by the QP

•• Professional bodies constantly reviewing the study Professional bodies constantly reviewing the study 

guide and assessment process to reflect changes in guide and assessment process to reflect changes in 

both the industry and regulatory expectationsboth the industry and regulatory expectations



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /ENU (Use these settings to create PDF documents with higher image resolution for improved printing quality. The PDF documents can be opened with Acrobat and Reader 5.0 and later.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


