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Steps involved in ICH Procedures 



                  Conti… 
 Step 1:- Drafts are prepared and circulated through many revisions until a "final harmonized 

draft" is completed under the leadership of the Rapporteur. 

 

 Step 2:-This draft is signed by the expert working group (EWG) as the agreed-upon draft and 

forwarded to the Steering Committee for signing, which signifies acceptance for consultation 

by each of the six co-sponsors. 

 

  Step 3:-This comment period normally takes six months. If both regulatory and industry 

parties of the EWG are satisfied that the consensus achieved at Step 2, the document with 
regulatory EWG signatures is submitted to the Steering Committee to request adoption as 

Step 4 of the ICH process. 

 

 Step 4: It is reached when the Steering Committee agrees that there is sufficient scientific 

consensus on the technical issues.  

 

 Step 5: The process is complete when the guidelines are incorporated into national or 

regional internal procedures 



ICH Guidelines(Q.S.E.M) 
 ICH Guidelines have been adopted as law in several countries, but are only used as 

guidance for the US Food and Drug Administration. 

 The guidelines of ICH may be broadly categorized into four types:- 

 



Quality Guidelines 



Safety Guidelines 



Efficacy Guidelines 



Multidisciplinary Guidelines 
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