
PROGRAM OBJECTIVES

Provide a mechanism for independent expert 
review of new or novel excipient safety for a 
particular intended use in drug products;
evaluate the existing safety data for excipients 
which are to be used for new routes of adminis-
tration or higher levels of use than has been 
previously used in an approved drug and deter-
mine if the new use can be supported by this data;
assess safety bridging arguments to existing data 
which can be used to minimize the need for 
performing additional safety studies on the new 
excipient;
provide an Expert Report which summarizes the 
opinion of the NEEC in a manner that can be 
used to support the use of the new excipient or 
the new use of an existing excipient; and
help excipient manufacturers and pharmaceutical 
companies expedite the use of new excipients to 
solve drug development problems and minimize 
regulatory risk.

REVIEW PROCEDURE

The excipient manufacturer (sponsor) sends the 
excipient dossier in CTD format including toxicol-
ogy and chemistry information and studies, to 
Aclairo PDG. The committee review panel then 
evaluates the information in the context of the 
FDA and/or appropriate ICH guidance. Following 
this, a draft report is sent to the excipient sponsor 
for review and comment. If necessary, sponsors 
will be provided an opportunity to supply addi-
tional data and resubmit the application.

Review times will depend upon the quantity of 
the information within or absent from the dos-
siers and may take from 1 to 3 months; in most 
cases costs will not exceed a total of 50 hours of 
review plus administrative overhead. 

The “Value Added” component in this review 
process is in the experience which can be pro-
vided by the NEEC to fully and accurately evalu-
ate the toxicity data based upon specific training 
and experience of the committee members and 
knowledge of applicable FDA guidances and the 
regulatory process. 

A New 
Review Service 
From IPEC 
In an effort to attract and encourage chemical 
manufacturers and pharmaceutical companies 
to develop and use new and novel excipients 
in pharmaceutical applications, IPEC has 
developed a review process to enhance the 
procedure for safety evaluation of an excipient. 
A related objective is that this new procedure 
can be used to reduce the review times for 
excipient dossiers to be assessed by the US 
Food and Drug Administration (FDA) in 
connection with new drug applications (INDs/
NDAs), ANDAs, excipient master files, etc.  

Administration of this review procedure is accom-
plished by the Aclairo Pharmaceutical Development 
Group (Aclairo PDG) of Vienna Virginia (703-
506-6760; Robert Osterberg, Ph.D., Senior 
Consultant Pharmacology/Toxicology (roster-
berg@aclairo.com) pursuant to a contract with 
IPEC, and working through a New Excipient 
Evaluation Committee (NEEC) which is respon-
sible for the review. The primary function of the 
NEEC is to compare existing data with the studies 
identified in the “Guidance for Industry: Nonclinical 
Studies for the Safety Evaluation of Pharmaceutical 
Excipients” published by FDA, May 2005, and to 
evaluate where appropriate bridging approaches 
can be used to minimize the need for new studies 
to support the safe use of an excipient. 

The NEEC members:
act independently of IPEC Committees;
have confidentiality agreements in place; and, 
on a rotating basis, are comprised of three 
experts in “general” toxicology with experience in 
industrial, academic and/or regulatory toxicology 
including experience in toxicology laboratories. 



New Excipient 
Safety Evaluation
ProcedureIP
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a Maximize Excipient Safety
a Expedite Development
a Streamline Approvals
a Minimize Regulatory Risk

IPEC-Americas members are finished 
pharmaceutical manufacturers, excipient 
producers, distributors, and other 
suppliers of specialized services related 

to pharmaceutical use of excipients.

For more information about IPEC-Americas 
and to learn how your company can advance 
its future through membership and committee 
involvement, you are invited to contact:

IPEC-Americas
1655 N. Ft. Myer Drive, Suite 700
Arlington, VA 22209
Tel: 703-875-2127 
Fax: 703-525-5157

Email: ipecamer@aol.com

ipecamericas.org

FINAL REPORT 

The Committee’s final report will contain:
a discussion of chemical and toxicological data 
and human safety concerns based upon the 
intended use of the excipient;
opinions on conformance with data needs accord-
ing to the CDER guidance and on the acceptabil-
ity of bridging arguments if they are made;
identification of data gaps, if any; and
points of reviewer disagreement if not resolved 
with the reasons identified in the final draft.


