How to Audit API Manufacturers

This one day seminar is aimed at QA staff in drug products manufacturers and especially their QPs who

have specific responsibilities under directive 2004/27/EC.

QPs are required to declare that the active materials used in each of their products have been manufac-

tured to GMP as interpreted by the EU.

Participants will learn about the legislators’ perspectives and the key differences
between APIs and products, which lead to different audit techniques and thought processes when auditing

API manufacturers.

The seminar includes:

The background to current GMPs for APIs

FDA and EU interpretation of GMPs for APIs

Specific opportunities from the guidelines that API manufacturers may exploit
Specifics of what to look for when auditing an API site.

Who should attend

Supplier auditors for drug products manufacturers
QPs in manufacture of drug products
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0000 0O®

« QA managers who support the QP / declaration

« QC managers of drug products manufacturers

e Production managers of drug products manufacturers
PROGRAMME
Why audit API Manufacturers? Lunch

o EU Directive 2004/27/EC (Regulator’s view)

« What are the requirements?

What are the similarities with the FDA GMP
requirements for APIs?

What are the expectations from API Manufacturers?
What role should secondary manufacturers play?
How will regulators assess compliance with these
requirements?

Background to ICHQ7a and EU Guide Part IT
(formerly Annex 18)

FDA GMP expectations of API manufacturers

« FDA draft guidance ment

Workshop I: e SOPs and SOP training
How to identify and select a GMP compliant API o
supplier o
Preparing for GMP assessment of an API site °

« Identifying the GMP relevant activities
« Assessing the rational for GMP relevance of activities

Legal basis of ICH Q7a

Details of what is required

How is it enforced?

Differences and similarities with EU requirements
How would manufacturers comply with both regula-
tors’ requirements?

« Identifying the processing steps

o List of key documentation

« Identifying the critical steps impacting your

secondary product

Implications of EU Directive 2004/27/EC on Drug

Manufacturers

« What role manufacturers of the secondary products
should play on enforcing these requirements

¢« What is the impact on manufacturers?

« How to apply the requirements to non EU API sites

« What impact this will have on cost of APIs?

Workshop 2:
Handling Manufacturing Deviations
« Basis of proactive deviation management

+ History of GMP for APIs « Identifying and documenting GMP non-compliance
What role these documents play

How they will be enforced
GMP expectations outlined
How to go about implementing the requirements

incidents

Monitoring and reporting

Key aspects of knowledge management

Framework of critical deviation management
Continuing governance of critical deviations manage-

Auditing of an API site (I)

« Documentation and systems review
« Facilities and support services

« Validation

« Materials control

Auditing of an API site (II)

Calibration

Testing laboratories
Packaging and labelling
Storage and distribution

Summary of Key Issues

Close of Seminar




GMP Auditor Training

This 2 day course is aimed at Quality Assurance auditors and production management for Level 2
internal audits and supplier auditing.

To be a business benefit rather than a drain on resources, your auditing programmes must be
integral to continuous improvement. The key to effective internal auditing and auditing of suppliers
is the training of both auditors and auditees in the purpose and relevant techniques of the audit and
how these techniques can be channelled to achieve business and compliance improvements.

Participants will learn about the key techniques and thought processes which may be used by
auditors to maximize the benefits of each type of audit. These include planning and preparation,
the audit team, structuring the audit, close out, CAPAs and follow up.

Who should attend

QA auditors and trainees

Production managers who receive internal QA and corporate GMP audits

Engineering managers who receive internal QA and corporate GMP audits

Production supervisors who lead Self Inspection audits

Auditors of suppliers and contractors

Comments from previous attendees -

“very informative and the pace was excellent”

“an excellent technical auditing course which was delivered in a proactive and enjoyable style”
“a very interesting technical course, full of appropriate information—I feel I have learnt a great
deal”

Day 1
Auditing Basics Improving the audit system

e Reasons for audits and audit models (overview) e Adding Value from the Audit programme
e The Purpose of Audits
¢ Role Characteristics of the Auditor Added Value from Self Inspections
e Audit Types (Level2 - QA Led)
¢ Audit Classification e A practical Level 2 inspection programme
e Audit Methods o (based on Auditor Training)
e General Themes for All Audits e Purpose of the self inspection programme
s | o Establishing the programme
Aug:'ats'irc'gt:o.’c-:l,sds and Techniques « Setting up and training the inspection team
° o Conducting the inspection and reportin
e Audit Techniques ucting inspect! reporting
e Audit Planning
DAY 2 The course will include three
The audit process or four Workshops on specific
Audit scheduling
Conducting the audit aspects of the programme
Managing the Audit Team

The Exit Meeting
Audit Reporting
Audit Closeout
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Course Speaker

DR DAVID INGLIS is a consultant specialising in GMP/Quality Assurance
for the manufacturing sectors of the pharmaceutical and consumer healthcare
industry. 4

David has extensive experience in assessment and improvement of QA/GMP

systems, auditing, GMP training, inspection preparation and plant cleaning / decontamination,
especially in bulk intermediates and APIs. He has a Ph.D. degree in enzyme chemistry (affinity
chromatography).

During more than 29 years in Quality Assurance in the pharmaceutical industry, Dr Inglis has
gained extensive experience of Quality Management, through roles in QA laboratories, GMP
compliance and regulatory compliance. He successfully pioneered automated HPLC methods,
then managed all aspects of QC laboratories before spending the following 11 years managing
and developing Quality Assurance, including documentation, control of change, auditing and
routine regulatory compliance to cGMP. He is a Qualified Person under EU Regulations, formerly
for bulk sterile antibiotics and now for bulk product intermediates for use in clinical trials.

David is an experienced international auditor of suppliers and contractors and has successfully
prepared several sites for FDA/MHRA inspections, including FDA “Systems” based inspections.
He has extensive experience of being the lead spokesman during major regulatory audits.

Dr Inglis is a specialist in cGMP training and QA system improvement. His flagship improve-
ment package details a system of secure GMP compliance at competitive cost. For conceiving
and developing this package, Dr Inglis received the highest level of recognition for excellence
from a global pharmaceutical manufacturing company.

Online Registration is available on our website:

www.pharma-training-courses.com
PharmaTraining Ltd is Registered in England and Wales No. 4235908

Terms and Conditions

Delegate fees

Fees for this programme or suite of programmes are shown overleaf. Delegate fees are inclusive
of course documentation, refreshments and lunch. Payment of the registration fee must be paid
within 14 days of commencement of the course. Upon receipt of payment, a proof of payment
will be sent to you.

Cancellation Policy

Full refunds less a handling fee of £100 will be made for cancellations received in writing within 28
days of the commencement of the course. Refunds of 50% will be made for cancellations received
in writing between 28 and 7 days prior to the commencement of the course. Regrettably no
refunds will be made after 7 days prior to commencement of the course. Substitutions can be
made at any time.

Liability

PharmaTraining Ltd reserves the right to change the programme, speakers, date or venue without
notice or cancel the event. If cancellation occurs delegates will be notified as soon as possible and
will receive full refund of fees paid. PharmaTraining Ltd will not be responsible for any airfare,
accommodation or other travel costs incurred.
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REGISTRATION FORM

How to Audit API Manufacturers:
1 day course £610.00 + VAT £122.00 Total £732.00 v

13 April 2011 - New Jersey USA (early-bird date 15 February 2011)

11 May 2011- London (early-bird date 15 March 2011)

9 November 2011 - London (early-bird date 9 September 2011)

How to Audit API Manufacturers: (No VAT for USA course)
1 day course £549.00 + VAT £109.80 Total £658.80
if booked and paid eight weeks prior to course commencement (see above)

How to Audit API Manufacturers and GMP Auditor Training
3 day course — discounted rate of 10%

Discounted rate of 10% for booking 8 weeks in advance

Discounted rate of 10% for booking more than 1 delegate

Discounted rate of 10% for booking more than 1 course

Maximum discount received is 15%

Title (Mr/Mrs/Ms/Dr/Prof): First Name:

Surname:

Job Title:

Company:

Address:

Post Code: Country:

Tel: Fax:

Email address:

Signature:

Method of Payment:
[l Cheque (Please make payable to “PharmaTraining Ltd"”)

[] Bank transfer

[] Credit/Debit Card (If paying by Credit Card please register online)

Online Registration is available on our website:
www.pharma-training-courses.com

Data Protection
PharmaTraining Ltd gathers personal data in accordance with the

UK Data Protection Act 1998 and we may use this to contact you by
telephone, fax, post or email to tell you about other products and services.
If you have any queries or want to update any of the data that we hold
then please contact us.

Venue details:
London—Window Conference Venue, Islington London (details on our website)
New Jersey, USA—The Commercialization Center for Innovative Technologies,
The Technology Centre of New Jersey , 675 US Highway One, North Brunswick,
New Jersey 08902


http://www.pharma-training-courses.com/�
mailto:info@pharma-training-courses.com?subject=How-to-Audit-API-Manufacturers�


<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /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 /Error

  /CompatibilityLevel 1.4

  /CompressObjects /Tags

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /CMYK

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments 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

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments true

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 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

  /CropGrayImages true

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /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

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /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 ()

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<



    /BGR <>

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>

    /GRE <>



    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)

    /HUN <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)

    /NOR <>

    /POL <>

    /PTB <>

    /RUM <>

    /RUS <>

    /SKY <>

    /SLV <>

    /SUO <>

    /SVE <>

    /TUR <>

    /UKR <>

    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /ConvertColors /ConvertToCMYK

      /DestinationProfileName ()

      /DestinationProfileSelector /DocumentCMYK

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure false

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /UseDocumentProfile

      /UseDocumentBleed false

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



