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Dr. Mukesh Kumar, Senior Director, Regulatory Affairs, Amarex Clinical Research

Dr. Mukesh Kumar, leads the Regulatory Affairs and Quality In addition, he has had made regulatory submission in the EU and India. He has conducted
Assurance departments at Amarex, a full service pharmaceutical GCP, GLP, GMP and GACP audits in the US and several countries in Europe and Asia. He
product development company based in Germantown, MD has conducted numerous training workshops in FDA compliance related issues. He has
(www.amarexcro.com). His key expertise is in regulatory affairs, authored numerous articles in peer-reviewed journals. He is a well known expert in global
clinical trials and multi-national project management for medicinal regulatory affairs and has been an invited speaker at several professional and academic
and diagnostic products. He has written more than 40 new INDs for organizations worldwide. Dr. Kumar is a PhD in Biochemistry and has worked as a research
FDA submission and reviewed more than 100 INDs. He has been scientist at the NIH, Baylor College of Medicine, Houston, and premier institutions in India.
involved in about 100 clinical trials in more than 40 countries, has He is a certified regulatory affairs professional by the Regulatory Affairs Professional Society,
made several hundred US FDA submissions, and arranged a USA.

number of meetings with the US FDA.
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Manufacturing an investigational product for the initial pilot clinical trials could pose a This workshop will present the current regulations, guidance documents and regulatory
considerable logistical and financial challenge to developers. The first-in-man and pilot strategies available for manufacturing an early development stage product for Phase | and
clinical trials are usually conducted in very small number of healthy participants with first-in-man clinical trials. Also discussed will be logistical issues with managing the supply of
lower doses primarily to establish safety and hence do not need a significant amount an early stage investigational product, and requirements for stability testing, storage and
of investigational material. The US FDA allows developers to test early stage shipping, labeling, and documentations. Issues specific to special products in early stages of
investigational products under relaxed GMP requirements. development such as combination products and 505(b)(2) drugs will be discussed. Basics of

process validation along to standard process development will be presented. Perspectives
The manufacturing requirements for early stage clinical trials are designed to assure for different classes of products will be presented using case studies.

adequate quality of the investigational product being tested without the excessive
regulatory burden of full-scale GMP manufacturing.

v 8:30-9:00 AM: Registration v 8:30-10:00 AM: Lecture 5: GMPs for Phase 1 IND products
v 9:00-10:30 AM: Lecture 1: Moving a Product out of R&D » The scope of the FDA guidance document
» Issues with research grade material used for laboratory and non-clinical testing » Acceptable practices and practical tips
» Optimizing manufacturing processes » GMP requirements for exploratory clinical studies
» Raw material requirements and process development » Specific requirements for drugs, biologics and combination products

» Assessing scalability of manufacturing v 10:00 — 10:15 AM: Break

v 10:15-12:00 noon: Lecture 6: GMPs for Combination Products and
505(b)(2) Products

» Planning the CMC for a potential IND

10:30 — 10:45 AM: Break

<

» Specific issues for various kinds of combination products

<

10:45 - 12:30 noon: Lecture 2: CMC Requirements for an IND Study
» Combination products with one or more new components

» CMC issues for 505(b)(2) products

» Essential elements of the CMC section of an IND

» Characterization of the active ingredient and finished product

. ) : ) ) ) ) » GMP R: which to follow f inati
» Various kinds of products: drugs, biologics, botanicals, diagnostics, G and QSR: which to follow for a combination products

medical devices v 12:00 — 12:45 PM: Lunch
» Manufacturing facility, personnel and equipment requirements v 12:45-2:15 PM: Lecture 7: Process Validation for Early Stage GMP

12:30 — 1:15 PM: Lunch » Introduction to process validation for early stage manufacturers

<

<

1:15 — 2:45 PM: Lecture 3: Good Manufacturing Practices: » Step by step instructions for process validation

Basics for Beginners - .
9 » Process validation reports and other documentation

R s . -
Core principles of GMP » Developing SOPs based on validation processes

» Regulatory requirements for different products: drugs to medical devices

. . . v 2:15-2:30 PM: Break
» Customizing regulatory compliance to a given product

» Role of discussions with the FDA v 2:30—3:30 PM: Lecture 8: Outsourcing Early Stage Manufacturing

» Logistics of using contract manufacturing organizations for early stage products
2:45 — 3:00 PM: Break

3:00 — 4:00 PM: Lecture 4: Raw Material Management

<

» Pilot scale manufacturing requirements

<

» GMP-grade and non-GMP grade manufacturing

» Planning for the early stage with an eye towards large scale manufacturin ) . . . .
9 Y stag 4 g 9 » Benefits and challenges with using local and international vendors

» Vendor management

» Raw material handling issues for early stage products

» Manufacturing step development

v Directors

v Managers

v Supervisors, and lead workers in Regulatory Affairs
v Quality Assurance and Quality Control

v Workers who will prepare GMP documents for early phase products as well as those who will review these documents
Regulatory affairs workers who will need to deal with submissions covering early phase products.
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TESTIMONIALS

I enjoyed the practical answers and lessons learned as shared by the presenter. GMP expectations was the most valuable topic for me. Face to face interaction and
Grateful for the sharing of presentation material (soft copy). Thanks to ComplianceOn- networking was good.

line for timely response and communication. Variety of choices is extensive good and
easy to register.

Excellent instructor and he was easy to follow and | like the thorough and thoughtful
answers of my questions.

For me the whole event was very good. | had no knowledge of the topic prior to this
seminar. The presentation was excellent and the speaker was very knowledgeable and

Instructor is very knowledgeable and good in explaining regs and guidance. Information respectful.

provided along with soft copy of slide is a great idea and very helpful.

: I had registered for a seminar but unfortunately | was not able to attend. The company
Overall a good general overview. The amount of interaction between the participants was very understanding and extremely helpful. | plan on attending a future event soon.
and presenter was good. :

www.complianceonline.com
2600 E. Bayshore Road Palo Alto, CA 94303 | Ph: +1-888-717-2436 | Fax: 650-963-2556 | Email: customercare@complianceonline.com




H N 2-day In-person Seminar
Complian€®nline FDA'S GMP EXPECTATIONS FOR PHASE | AND FIRST-IN-MAN CLINICAL TRIALS
The Largest GRC Advisory Network

GROUP REGISTRATIONS

Send Your Team for Maximum Benefit Get your
team up to speed!

2 Attendees - Get 10% off
Registration Information: 3 to 6 Attendees - Get 20% off
7 to 10 Attendees - Get 25% off

Register Online. Use your American Express, Visa or MasterCard.
Get your group to attend the seminar at a discounted price call +1-888-717-2436. 10+ Attendees - Get 30% off
Call +1-888-717-2436 or Fax your PO: 650-963-2556.
Pay your check to (payee name) “MetricStream Inc” our parent company and Mail the check to: ComplianceOnline Call Toll Free +1-888-717-2436
(MetricStream, Inc), 2600 E. Bayshore Road, Palo Alto, CA 94303. if you have any queries.

v Please fill this form with attendee details and payment details and fax it to 650-963-2556

LG G G €

Terms & Conditions
Your Registration for the seminar is subject to following terms and conditions. If you need any clarification before registering for this seminar
please call us @ +1-888-717-2436 or email us @ editor@complianceonline.com

Cancellations and Substitutions

Written cancellations through fax or email (from the person who has registered for this conference) received at least 10 calendar days prior to the start date of the event will
receive a refund — less a $200 administration fee. No cancellations will be accepted — nor refunds issued — within 10 calendar days from the start date of the event. On
request by email or fax (before the seminar) a credit for the amount paid minus administration fees ($200) will be transferred to any future ComplianceOnline event and a
credit note will be issued. Substitutions may be made at any time. No-shows will be charged the full amount. We discourage onsite registrations, however if you wish to
register onsite payment to happen through credit card immediately or check to be submitted onsite. Conference material will be given on the spot if it is available after
distributing to other attendees. In case it is not available we will send the material after the conference is over. In the event ComplianceOnline cancels the seminar,
ComplianceOnline is not responsible for any airfare, hotel, other costs or losses incurred by registrants. Some topics and speakers may be subject to change without notice.

ical Trials

Seminar Topic:

[ L L3N 1o o7 1o ] o PSPPI

Attendee Details:

Register for 3 and 4'" person gets a free pass.

Name Title Email
Attendee 1
Attendee 2
Attendee 3
Attendee 4
Email address (so you can receive order acknowledgements, updated news, product information and special offers)
Company Information Payment Options
OFQANIZALION ..vevieiic ettt ettt e eaees [ ] Check enclosed, payable in U.S. funds to ComplianceOnline (MetricStream, Inc.)
............................................................................................................ [ Icharge to: [ Jvisa [ IMastercard [_]American Express
AAATESS oo [ (=T [ A o%= 1o [ g Lo PRSP
EXPIFAtION GAEE .....ocuiiiiiiie s

G e TOLAI AMOUNE P ..ottt ettt ettt ettt e st et enneeee s

. SHONALUIE ..ottt ettt e et e ettt e e st e e e st e e e st e e e st e e bb e e e nbe e e anteeenseeetaeenteas
] =1 (T le ............................... (Signature required on credit card and bill-me orders.)
COUNTTY s PN NAIME. ..ttt ettt ettt ettt e e et s et et e et e s et eeeeseeeeteneete e aeenererea
PhONE ..o FaX oo [ ]Bill Me/MY COMPANY $ ...

Purchase order # ...
(Payment is required by the date of the conference.)

Please fill this form with attendee details and payment details
and fax it to 650-963-2556
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