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Posted 14 June 2019 | By Zachary Brennan

Regulators from Argentina, Israel, Jordan and Saudi Arabia were recently approved by the 
International Council for Harmonisation (ICH) Assembly as Regulatory Observers. The approvals 
came at a meeting from 1-6 June in Amsterdam.

ICH said the meeting was its largest biannual meeting ever and that progress was made on existing 
guidelines, training materials to support guideline implementation, the details of an ICH meeting in 
Silver Spring, MD, on 31 October on the revision of the guideline ICH E8 on clinical trials, and the 
council decided to work on four new topics.

The four new topics for ICH harmonization include: 

•Q5A(R2) Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human 
or Animal Origin, which is proposed as an update and to expand the scope of the guideline to 
include new biotech products, such as viral-like particles and viral-vectored particles.
•A new Guideline on Non-clinical Biodistribution Studies for Gene Therapy Products, which 
will �recommend types of the nonclinical studies with which collection of biodistribution data 
is considered informative and/or necessary to support dosing in early clinical trials, and which 
will provide guidance on the design of the studies. This will result in streamlined development 
of the gene therapy products with higher scientific rigor while minimising the unnecessary 
use of animals.�

ICH also said it plans to publish on its website the results of a survey conducted this year on 
monitoring the adequacy of implementation and adherence to ICH guidelines. In addition, ICH is 
holding a public stakeholder meeting in Tokyo on 25 July 2019.

A new ICH guideline on Biodistribution

https://www.raps.org/news-and-articles/news-articles?author=79531da4-4d5a-49ce-9d78-72d20fe68c4d
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�Zinc Finger Nucleases� 
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(2) TALENs 
�Transcription Activator Like Effecter 

Nucleases� 
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(3) CRISPR/Cas9 
�Clustered Regularly Interspaced 
Short Palindromic Repeats / 
CRISPR Associated Protein 9� 
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Ferguson & Frederick :DNA double strand break repair and 
chromosomal translocation: Lessons
from animal models. Oncogene 20: 5572 (2001)

Torres et al: Engineering human tumour-associated
chromosomal translocations with the RNA-guided
CRISPR–Cas9 system. Nature Communications 2014

Chen et al:Targeted Chromosomal Translocations and Essential Gene 
Knockout Using CRISPR/Cas9 Technology in Caenorhabditis elegans. 
Genome Research 2017
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Chemistry, Manufacturing, and 
Control (CMC) Information for 
Human Gene Therapy 
Investigational New Drug 
Applications (INDs) (Draft, 
2018.7)
Long Term Follow-Up After 
Administration of Human Gene 
Therapy Products (Draft, 201.7)

Guideline on the quality, non-
clinical and clinical aspects of 
gene therapy medicinal products
�2018.3�
Guideline on quality, non-clinical 
and clinical aspects of medicinal 
products containing genetically 
modified cells�Draft, 2018.7 �
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