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DEPARTMENT OF HEALTH AND HUMAN SERVICES _

Food and Drug Administration
Drug Manufacturing Inspections; Public Weork§hbpsd

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice of public workshops.
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SUMMARY: The Food and Drug Administration (FDA) is announcmg a serles

of public workshops to discuss current good manufacturmg practlce (CGMP)

issues, including quality subsystems areas of change control, and quahty

management. There will also be a dlscussmn of current Comphance issues and

trends and the status of the part 11 (21 CFR part 11) draft guldance The ﬁrst

workshop will be held ,1nv]une 2003, then repeated in July 2003 and August

2003 at different locations to enable as many people to attend as poss’ibyle. Held

in collaboration with the Consumer Healthcare Products Association (CHPA),

the workshops are intended to update participante w‘i‘thre‘spect to issues

involving CGMP compliance. Participants will also hear fromFDAand ,‘

industry speakers on specific topics related to ;me.t,thQngiesp and

implementation of quality syste,nrs including ayrea}s such as global Change |

control and corrective action preventative action (CAPA) investigatiOnS. -
DATES: For the dates of the workshops, see table 1 in the SUPPLEMENTARY o

INFORMATION section of this document

ADDRESSES: For the locatlons of the workshops see table 1 in the

SUPPLEMENTARY INFORMATlON sectron of this document

FOR FURTHER INFORMATION CONTACT Fred Razzaghl Consumer Healthcare -

Products Association, 1150 Connectlcut Ave. NW Washlngton, DC 20036 |
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FAX 202-223-6835, fred.razzaghi@chpa-info.org; http:// www;chpa‘-info;ofg . or
Erik N. Henri‘kson,’ Center for Drug Evaluation and Research (HFD-320), Feod' |
and Drug Administration, 119191,chk\(”i,,lle ije,j RockVille, MD 20852, 301~
827-9004, FAX 301-827-8907, henriksone@cdér,fda.gov.

SUPPLEMENTARY INFORMATION: =

I. General Information

A. Who Should Attend?

This document is directed towards professionals involved in the
manufacture, control, and regulation of pharmaceiitical products. Examples of
professionals who may be interested include process/production engineers,
quality assurance/ quality control and regulatory effeirs prefeésionals, audi’tors,v
repackers and relabelers, consultants regulatory 1nvest1gators CGMP B
compliance officials, and FDA center and field personnel Other entltles or

_1nd1v1duals may also be interested in attending.

B. Where and When Will The Workshops Be Held?

We have scheduled three workshops at different times and locations to

enable as many people to participate as Apgs“si‘ble.,AtZtendeesﬂcan,at,,tendmthe e

workshop that is most convenient. The times and locations of the WOl"kShOPS

are listed in table 1 of this document.

TABLE 1 ~—WORKSHOP LOCATIONS AND‘SCHEDULES s L
"“Workshop Location e Date and Time o

Sheraton Meadowlands Hotel Two Meadowlands Plaza East Rutheriord NJ 07073 201—896— Monday, June 16, 2003, from 8:30 a.m. to 5 pm h
0500, FAX 201-896~9696.

San Juan Marriott Resort, 1309 Ashford Ave., San Juan, PR ‘00807, 800-081-8548, FAX 809— Monday, July 14, 2003, from 8:30 am. o 5 p.m.
722-6800.

Hyatt Regency Chicago, 151 East Wacker Dr., Chicago, IL 60601, 312-—565-1234 FAX 312—585— Tuesday, August 12, 2003, from 8:30 am. to 5 p.m.
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C. How Can I Participate?

You can participate in person. Anyone interested in attending a workshop |
can register through the INFORMATION CONTACT. o B
D. Is There a Registration Fee for This Workshop?

Yes, a reglstratlon fee of $ 320 00 is requn‘ed The reglstratlon fee 1ncludes ;
workshop reference materials and 1unch plusa contmental breakfast and coffee

breaks. Government employees qualify for a d.l,,ST,CQumﬁd.,r@.rt@.,gf,$75-

E. How Can I Get Additional Information?

The notice of participation form, information about the workshop, and

other related documents are available from the INFORMATION CONTACT or from

the Internet at http://www.fda.gov.cder/ Workshop.litmf.' '

II. Background Information

A. Why is FDA Cosponsoring These Workshope?wi ”
FDA is Cosponsoring this series of workshops to provide information and

The workshops are being scheduled, for three,d;fferentﬂ times and loeatl,o,ns to

enable as many participants to attend as possible.,

B. What Will Be Covered?

The workshops will providean update on the progi‘ese of the agency’é ‘
CGMP initiative, the status of the part 11 draft guidanoe and the’agency’s
progress in developing ideas about risk management assomated w1th CGMP
In addition, FDA and industry speakers will present 1nformatlon and tra1n1ng
on specific topics related to methodologies and 1mplementat,10n of quahty

systems in categories such as global change control and CAPA investigations.
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Presentations by both FDA and 1ndustry will prov1de a regulatory and practlcal

perspective on the current relevant CI‘lthal toplcs

Dated: uay 27 Lw?

May 27, 2003.
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—Jeffrey Shuren,
Assistant Commissioner for Policy.

BILLING CODE 4160-01-S
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