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11 Electronic records; electronic signatures

50 Protection of human subjects

54 Financial disclosure by clinical investigators

56 Institutional review boards

201 Labeling (Subparts A and B)

210 Current good manufacturing practice
in manufacturing, processing, pack-

ing, or holding of drugs; general

211 Current good manufacturing practice
for finished pharmaceuticals

312 Investigational new drug application

314 Applications for FDA approval to 
market a new drug

600 Biological products; general

601 Licensing (of biological products)

610 General biological products standards

812 Investigational device exemptions

814 Premarket approval of medical
devices

The DIA CSO Directory, one of the indus-
try’s most respected and comprehensive
reference guides, compiles company
descriptions and contact information from
hundreds of companies that provide ser-
vices for every phase of the clinical trial
and drug development process. The DIA
CSO Directory, now published online and
in print, delivers information about your
services to industry professionals who use
these services every day.

The Drug Information Journal is the official
publication of DIA. The scope of this peer-
reviewed, scholarly publication is interna-
tional and multidisciplinary. Its purpose is to
disseminate information on manual and
automated drug research, development,
and information systems; to foster com-
munication between educational, research,
industrial, and governmental personnel
engaged in drug information activities; and
to provide a forum for the development of
improved methods of presenting research
data generated from chemical, toxicologic,
pharmacologic, and clinical studies. 

EU Directives, Regulations and Guidelines
Selected Directives, Regulations, and Guidelines on Medicinal Products in the
European Union (2008)

� Directive 2001/83/EC of the European Parliament and of the Council of 6
November 2001 on the Community code relating to medicinal products for human use 
AS AMENDED BY Directives 2002/98/EC, 2003/63/EC, 2004/24/EC, and 2004/27/EC

� Directive 2001/20/EC of the European Parliament and of the Council of 4 
April 2001 on the approximation of the laws, regulations and administrative provisions of
the Member States relating to the implementation of good clinical practice in the conduct of
clinical trials on medicinal products for human use 

� Commission Directive 2005/28/EC
of 8 April 2005 laying down princi-
ples and detailed guidelines for good
clinical practice as regards investiga-
tional medicinal products for human
use, as well as the requirements for
authorisation of the manufacturing or
importation of such products

� Regulation (EC) No 726/2004 of
the European Parliament and of
the Council of 31 March 2004
laying down Community procedures 
for the authorisation and supervision 
of medicinal products for human and
veterinary use and establishing a
European Medicines Agency

� Volume 9A of the Rules
Governing Medicinal Products in
the European Union – Guidelines on
Pharmacovigilance for Medicinal
Products for Human Use (March 2007)

See page 2 for Order Form.

PUBLICATIONS FOR PURCHASE

Code of Federal Regulations
Selected Regulations and Guidance on Drugs and Medical Devices in the 
United States (April 1, 2008-March 31, 2009)

CFR Title 21 Food & Drugs – Revised as of April 1, 2008
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Make payment by credit card (MC, Visa or AMEX), or by check or money order drawn on a US bank to:
Drug Information Association, 800 Enterprise Road, Suite 200, Horsham, PA, 19044-3595, USA / Fax: +1-215-442-6199

First Name Last Name Degree
Dr Mr Ms

Company Title

Address

City, State, Zip/Postal Code, Country

Telephone # Fax #

email

� CHECK enclosed CREDIT CARD: � MC � Visa � AMEX Card # __________________________________________________ Exp. Date ________________________

Name of Cardholder Signature

CSO Directory (Contract Service Organizations)
(Shipping and handling – $8.00 per copy)

� 2007 Edition � 2008 Edition ______ Copies @ $125.00 $ ______________

Drug Information Journal
(Shipping and handling – $5.00 per copy)

Please specify which issue(s) you wish to purchase.

Volume Number _________ Issue Number(s) _________________ ______ Copies @ $ 25.00 $ ______________

Code of Federal Regulations
(Shipping and handling – $5.00 per copy) ______ Copies @ $ 19.95 $ ______________

EU Directives, Regulations, and Guidelines
(Shipping and handling – $5.00 per copy) ______ Copies @ $ 19.95 $ ______________

COMBINATION OFFER:
Code of Federal Regulations and EU Directives, Regulations, and Guidelines

(Shipping and handling – $8.00 per set of two) ______ Sets of 2 @ $ 35.00 $ ______________

SSUUBBTTOOTTAALL OOFF AABBOOVVEE $ ______________

Shipping and handling as specified $ ______________

Two-day courier delivery @ $24.95 per item $ ______________

PA residents add 6% sales tax on amount above $ ______________

One-year DIA Membership @ $130.00 $ ______________

(Please add all subtotals and shipping fees, if applicable, from above)

TTOOTTAALL  AAMMOOUUNNTT DDUUEE $ ______________

Publications Order Form

ORDERING INFORMATION

Questions about any of these DIA products? Contact Tim Hershey at DIA by email at Tim.Hershey@diahome.org

Join DIA now to receive all the benefits of membership for a full year!

BOOKS AND JOURNALS ARE NOT RETURNABLE.


