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Call for Questions

At the PDA Rapid Microbiology Methods Conference 2009 held in Berlin emerged, that:

¢ Implementing Rapid Microbiology Methods (RMMs) is a complex regulatory scenario.

e [t can become very costly, if Variations to Marketing Authorisations (MAS) are involved.

e Also, the time horizon to get approval for implementation might be unpredictable, especially
if the product or products concerned possess heterogeneous MAS.

e Discussions with regulators on scientific and practical questions seem not to be endorsed
before a formal application is submitted, leaving the risk of missing aspects crucial to the
authorities and related delays to the applicant. In essence the process seems not well under-
stood. The regulators agreed to dedicate a Discussion Forum to these very practical ques-
tions.

The meeting will develop around questions put forward but not limited to the following topics:

e Variations and Rapid Microbiology Methods: Successful Ways to Implementation and Issues

In this discussion, the regulators are willing to share their views and give examples of what will
result in a transparent process, get timely approval as well as how to choose a cost effective
strategy. New developments and existing options in the regulatory framework will be explained.
Emphasis will be given to regulatory options available and the scientific basis to build on.

¢ Scientific Advice

Although FDA offers discussions on “‘comparability protocols” to enhance implementing RMMs,
such an instrument does not exist in the jurisdiction of the EU. However, Regulators will highlight
the regulatory support any interested organisation might be able to get from international as well as
national Competent Authorities in Europe.

e |ssues on Validation, Transition, Use and Documentation of RMMs

The focus will be on practical problems to implemented RMMs to enhance and/or substitute con-
ventional Environmental Monitoring, In-Process and Finished Product Testing. It will be discussed
how to demonstrate equivalence or superiority to traditional methods employed. Furthermore as-
pects of transition specifically for level/limit definitions, trending, data evaluation, release decisions
and methods to be applied during stability studies or in case of dispute are discussed.

Send Your Questions in Advance

You are encouraged to participate and send in specific questions or issues, to make sure, the
regulators can prepare for concise and to the point answers. There are no limitations to the
topics to be asked for in the context of RMMs. PDA guarantees anonymity and confidentiality, if
case studies or other sensitive data is put forward to be discussed.

Please send your questions, comments or concerns to eck@pda.org.
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Agenda (Draft)

9:00 Welcome and Introduction

9:15 Implementing Rapid Microbiology Methods: Experiences and Expectations
from Regulatory Authorities

Riccardo Luigetti (EMEA)
Gustavo Marco (Assessor, MHRA)
Paul Hargreaves (Inspector, MHRA)

(Content of the regulatory and compendial framework and requests to the
industry)

10:45 Industry Perspective: What Needs to be Done to Simplify Implementation
(examples of current practice, experiences from USA and EU, wishes to regulators)

11:15 Break

11:45 Questions, Answers and Discussion on:
e Changes and Variations to Marketing Authorisations
e Environmental Monitoring, In-Process and other testing
e Product end-testing

(This will also reflect the questions collected in advance by the committee and from
the audience)

12:30 Lunch

14:00 Continue Questions, Answers and Discussion (Coffee Break in-between)

17:00 Summary and Close of the Meeting



Registration @ PIDA PDA Discussion Forum:

Form === |mplementing Rapid Microbiology Methods
21 September 2009 - Frankfurt, Germany

3 WAYS TO REGISTER FAX: +49 33056 23 77 77 EMAIL: petzholdt@pda.org
MAIL: PDA Europe, Adalbertstr. 9, 16548 Glienicke/Berlin, Germany

1 Your Contact Information If this form is an update to a previously submitted form, please check here. |:|
|:| Mr |:| Ms. |:| Dr |:| PDA Member |:| Nonmember

Name (Last, First, MI)

Job Title

Company Department

Mailing Address

City Postal Code
Country Email
Business Phone Fax

Sprou o S I 1 Y ) Y S

(Check only if you are substituting for a previously enrolled colleague; a nonmember substituting for member must pay the membership fee.)

2Forum Registration 3Payment Options

By Credit Card (American Express, MasterCard, VISA) clearly indicating

All fees given in Euro and excluding VAT (7%) account number and expiration date.
Please bill my: [J American Express [J MasterCard [ VISA*
PDA Member O 695
Nonmember O 950" Total Amount
Government/Health Authority/Academic O 350" Card Number Exp. Date
Committee Member O 300

Name (exactly as it appears on card)

* Registration fee includes a one-year PDA membership. If you do not wish to Signature

join PDA and receive the benefits of membership, please check here (same *All cards are charged in Euro.
rate applies). [

By Bank Transfer

Beneficiary: PDA Europe gGmbH
Special Dietary Requirements (please be specific) Account No: 09 228 735 00

IBAN: DE73 1007 0024 0922 8735 00
BIC (SWIFT-Code): DEUTDEDBBER

Bank Address: Deutsche Bank, Welfenallee 3-7, D-13465 Berlin, Germany
Invoice [ Please mark here to request an invoice from PDA, You are not considered registered for a PDA event

until payment is received and a confirmation letter is issued by PDA. Should you attend an event without a formal
confirmation or receipt of payment you will be required to provide a credit card as guarantee of payment.

PDA Europe VAT L.D.: DE254459362

Billing Address: [ Same as contact information address above. If not, please send your billing address to: petzholdt@pda.org

Your VAT I.D.: Date Mandatory Signature

CONFIRMATION: A letter of confirmation will be sent to you once payment is received. You must have this written confirmation to be considered enrolled in a PDA event. Please allow one week for receipt
of confirmation letter. If you have submitted a purchase order or have received an invoice please be advised that you are not a confirmed registrant. You are not confirmed until payment has been received.
Please submit payment for the prevailing rate. SUBSTITUTIONS: If you are unable to attend, substitutions can be made at any time, including on site at the prevailing rate. If you are a non-member
substituting for a member, you will be required to pay the difference of the non-member fee. If you are pre-registering as a substitute attendee, indicate this on the registration form. REFUNDS: Refund
requests must be in writing and faxed to PDA at +49 (33056) 23 77 77 (emails are not accepted). If your written request is received on or before 24 August 2009, you will receive a full refund
minus a € 150 handling fee. After that time, no refund or credit requests will be approved. If you are an unpaid registrant and do not attend the event, you are responsible for paying the registration fee
at the on-site registration rate if your cancellation has not been received in writing on or before 7 September. On-site registrants are not guaranteed to receive conference materials until all advanced
registered attendees receive them. EVENT CANCELLATION: PDA reserves the right to modify the material or speakers/instructors without notice, or to cancel an event. If an event must be canceled,
registrants will be notified by PDA as soon as possible and will receive a full refund. PDA will not be responsible for airfare penalties or other costs incurred due to cancellation. For more details, contact
PDA at info-europe@pda.org or fax to +49 (33056) 23 77 77.
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