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INTERNATIONAL CONFEREWCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE

ICH HARMONISED TRIPARTITE GUIDELINE

PRECLINICAL SAFETY EVALUATION OF
BIOTECHNOLOGY-DERIVED PHARMACEUTICALS

S6(R1)

Parent Guideline dated 16 July 1937

Current Step 4 version
Addendum dated 12 June 2011 meorporated art the end of June 2011

This Guideline has been developed by the appropriate ICH Expert Working Group and
has been subject fo consuliation by the regulatory parties, in accordance with the ICH
Process. At Step 4 of the Process the final draft is recommended for adoplion to the
regulatory bodies of the European Union, Japan and USA.

2011/09/05

Step SHAXZE, #HETEEL

JPMA

ParTI:

PRECLINICAL SAFETY EVALUATION OF
BIOTECHNOLOGY-DERIVED PHARMACEUTICALS
ICH Harmonized Tripartite Guideline
Having reached Step 4 of the ICH Process at the ICH Steering Committes mesting on

16 July 1997, thiz Gudeline 1= recommended for adoption to the three regulatory
parties to ICH

PArTII:
ADDENDUM TO S6

PRECLINICAL SAFETY EVALUATION OF
BIOTECHNOLOGY-DERIVED PHARMACEUTICALS
ICH Harmonised Tripartite Guideline

Having reached Step 4 of the ICH Process on 12 June 2011 and been incorporated in
the parent Guideline at the end of June 2011, thiz Guideline iz recommended for
adoption to the three regulatory parties to ICH

Preamhle:

Thiz addendum chould ke read 1n close conjunction with the original ICH 36
Guideline. In general the addendum iz complementary to the guideline, and where
the addendum differs from the original guideline, the guidance n the addendum
prevails.
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