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o FDCA (Food Drug and Cosmetic Act, 1938)
o PDUFA (Prescription Drugs User Fee Act, 1992, 1997, 2002)
o FDAMA (FDA Modernization Act, 1997)
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Title 21-Code of Federal Regulations (CFR)
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The ﬁ nal Ru Ie Part 11--ELECTRONIC RECORDS;

ELECTRONIC SIGNATURES

¢ ah %%, w07 Subpart A--General Provisions
11.1 Scope.
11.2 Implementation.
11.3 Definitions.

Subpart B—Electronic Records
11.10 Controls for closed systems.
11.30 Controls for open systems.

Pl el 11.50 Signature manifestations.

Services 11.70 Signature/record binding.

Food and Drug Adminestraion

FCER a1

'Eml‘: Records; Elactmmic Sgnstures;
{  Eeoronc sumimons: Csiatent o Subpart C—Electronic Signature
i 11.100 General requirements.

11.200 Identification mechanisms and controls.

11.300 Controls for identification
codes/passwords.
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IND
Pre IND 1 Discovery- 2. Clinical Meetings

Meetings Development Research and

. Development
Preclinical Assessment P
Phases LI, Il

Fast Track
Accelerated Approval
- ‘ Expedited Review
Parallel Track
Treatment IND

IND- Investigational New Drug
NDA- New Drug Application

4. Postmarketing 3. New Drug and
Adverse Surveillance Biologic Marketing

Even_t Compliance Applications Application
Reporting Meetings
Inspections
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Good Laboratory Practice - GLP
21 CFR Part 58
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GMP

Current Good Manufacturing Practice — cGMP

21 CFR Parts 210&211
ICH Q7A guidelines - Guidance to industry for
GMP for active pharmaceuticals
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Gradually applying GMPs
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GMP  niamn

genzyme

o Genzyme Corp. Signs Consent Decree to Correct Violations at
Allston, Mass., Manufacturing Plant and Give up $175 Million in
Profits

o Posted May 25, 2010

“We appreciate the guidance the FDA
provided over the past year as we work to
restore the agency’s confidence in our ability
to operate the Allston plant at the highest
standards, and return to reliable product
supply for patients.”
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Fast Track Designation

o Protalix Receives FDA Fast Track Designation For PrGCD
o 26 Aug 2009

o Protalix BioTherapeutics, Inc. (NYSE-Amex:PLX), announced that it has
received Fast Track Designation from the U.S. Food and Drug Administration
(FDA) for prGCD, the Company's proprietary plant-cell expressed recombinant
form of glucocerebrosidase (GCD) for the treatment of Gaucher disease.

Fast Track designation is an FDA approved process that facilitates the
development and expedites the review of drugs to treat serious diseases and fill
an unmet medical need with the goal of getting important new treatments to
patients earlier. This process allows a company to file the sections of the New
Drug Application (NDA) as they become available instead of filing all the
sections at once. It also enables the agency to commence its review and
proceed on a rolling basis as the additional sections are completed and
submitted for review. Protalix plans to submit the first section of the rolling NDA
for prGCD, allowed under the Fast Track process, in the very near future.
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