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WHO DOES THIS APPLY TO:

e For pharmaceutical, radiopharmaceutical, biological, veterinary and
disinfectant drugs:
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» Fabricators
» Packagers/labellers
 Distributors

e Importers
D
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* Wholesalers

e Testers

KEY POINTS:

e The GMPs state, “The effectiveness of continuing training is periodically
assessed.” We do not yet know how HPFBI will audit this requirement, but it
is a broad statement that can be interpreted on four levels:

» Training reaction: This measures the satisfaction the trainees have with
the learning experience. It is normally measured through course
evaluations.

» Training learning: Selecting the most appropriate tools for evaluating
learning depends on the type of information and the objective of the
training. Typically tests, simulations or on-the-job demonstrations are
used.

» Trainee performance: Here we are trying to determine if the learning has
been transferred back to the job. This needs to be evaluated three to six
months after the formal training has occurred.

* Business results: At this level, we are looking at what is ultimately
important to the business (for example, quality measures, efficiency,
return on investment, etc.). This type of evaluation is conducted months
or even years after the training has been initiated and it is vital that the
original objectives of the training were clearly defined.

9-6975 Meadowvale Town

Centre Circle, Suite 410, ¢ The following flowchart (page 3) describes the general process we
recommend in deciding how to respond to potential issues raised by the
GMP evaluation. We recommend if an individual has failed at least one quiz
they must move through this follow-up process.
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¢ Addressing this issue may require a further evaluation of the standards for
each job function, as well. For example, an operator may not need to
demonstrate the same level of GMP understanding as a Quality
Management associate.
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* Is there a larger issue such as English language skills, numeracy skills or
literacy that is preventing the individual from succeeding?

 |[f this is the case, we must deal with this issue with further assessment
and training before continuing.

 Is there a performance or behavioural issue?
D
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* If so, there needs to be formal management intervention from
management using clear and specific examples. This would involve
coaching and feedback including a discussion about management’s
expectations and potential consequences.

* |s this an ability issue?
If so, how can we assistant the individual?
o Repeat the course
o Provide remedial teaching
o Provide individual coaching
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No
N GMP Training
COMPLIANCE
Is training Yes Other issues?

effective?

No

iteracy ol
numeracy
issue?

Assess and train to f€—VYes
upgrade

No

Performance or

Meets

Yes:

ehavioural issuej

standards?

Yes

A 4

Management

intervention:

No Specific examples

Clear expectations
Consequences
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GMP TRAINING COURSES WITH Q&C®:

Contact us now to request a proposal or to learn more about how Quality & Compliance
Services Inc. can help you with your GMP training needs.
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Visit us online at http://www.qualityandcompliance.com/services gmptraining.html for more
information.

Call us toll-free at 1-877-877-5152 x210
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Since 1994, Q&C® has assisted clients with Large Compliance Project Consulting, Audits,
Validation Services, Quality Control Officer (QCO) Services, Technical Writing Services, GMP
Training, Regulatory Services, and Lab Services.

ValidaPharm™ is the validation division of Q&C® and NHP Compliance™ is the Dietary
Supplement and Natural Health Product services division of Q&C®.

Our quality management system is registered to ISO 9001:2008.

We also produce and distribute The Blue Book™ (GMP/cGMP combo) and The Green Book™
(NHP/dietary supplement combo).

Quality & Compliance Services Inc. (Q&C®) is based in Mississauga (Toronto), Ontario, Canada.

9-6975 Meadowvale Town
Centre Circle, Suite 410,

Mississauga, Ontario,

L5N 2v7, Canada Evaluation of GMP Training

TOLL FREE: 1-877-877-5152 Author: Deborah Campbell
PHONE: 905-363-1182

FAX: 905-542-7981 Date of last update: 16 July 2010

www.qualityandcompliance.com
www.validapharm.com

www.nhpcompliance.com

Date of Last Update: 16 July 2010

40f4

£
2
7]
=
»
°
&
g
2]
=
]
S

1S0 9001





<<
  /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 false
  /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 <>
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


