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a collection of many forms likely to be useful to attorneys who practice commercial
law in general and who provide financial transactions services also offers analyses of
the  role  of  the  form  in  the  larger  context  of  revised  article  9  of  the  uniform
commercial code and other applicable law introd

regulatory  affairs  basic  protocols  provides  a  comprehensive  guide  to  the  basic
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concepts and protocols in the pharmaceutical industry written in a clear and concise
manner this book covers topics including documentation chemistry manufacturing
and  controls  as  well  as  the  investigation  of  medicinal  product  dossier  and  the
development of clinical trial protocols throughout the book readers will learn about
the concept of innovator and generic drugs drug development and the regulatory
guidance  and  guidelines  for  filing  and  approval  this  book  also  explores  the
preparation of  dossiers  and their  submission to  regulatory  agencies  in  different
countries as well  as post approval  regulatory requirements for actives and drug
products  readers  will  also  gain  valuable  insights  into  the  submission  of  global
documents  in  ctd  ectd  formats  clinical  trial  requirements  for  approvals  for
conducting clinical trials pharmacovigilance and the process of monitoring clinical
trials  regulatory  affairs  basic  protocols  is  an  indispensable  resource  for  anyone
looking to gain a deeper understanding of the regulatory affairs landscape in the
pharmaceutical  industry  with  clear  descriptions  helpful  figures  and  illustrative
examples this book will make the subject more accessible and interesting for any
reader contents 1 1 documentation in pharmaceutical industry 1 2 drug master file
dmf 1 3 distribution of records 1 4 generic drugs product development 1 5 hatch
waxman act 1 6 code of federal regulations cfr 1 4 1 7 drug product performance in
vitro 1 8 anda regulatory approval process 1 9 regulatory requirements for product
approval 1 10 supac 1 11 outsourcing ba be to cro 1 12 regulatory requirements for
registration of api in us and eu 1 13 biologics 1 14 u s registration for foreign drugs 1
15 bioequivalence and drug product assessment 1 16 post marketing surveillance 2 1
chemistry manufacturing and controls cmc 2 2 ctd and e ctd 2 3 ich guidelines 2 4
regulatory requirement of eu mhra and tga 3 1 investigational medicinal product
dossier imod 3 2 investigator s brochure 4 1 development of clinical trial protocol 4 2
institutional review board irb 4 3 regulatory requirements in clinical trails 4 4 safety
monitoring and reporting on clinical trails 4 5 health insurance and portability and
liability act 4 6 informed consent process and procedures 4 7 pharmacovigilance

includes hospital calendar a list of scheduled medical meetings

what s the deal with biosimilars biosimilars are gaining momentum as new protein
therapeutic candidates that can help fill a vital need in the healthcare industry the
biological drugs are produced by recombinant dna technology that allows for large
scale production and an overall reduction time in costs and development part of a
two  volume  set  that  covers  varying  aspects  of  biosimilars  biosimilars  and
interchangeable biologics strategic elements explores the strategic planning side of
biosimilar drugs and targets issues surrounding biosimilars that are linked to legal
matters this includes principal patents and intellectual property regulatory pathways
and concerns about affordability on a global scale it addresses the complexity of
biosimilar  products  and  it  discusses  the  utilization  of  biosimilars  and  related
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biological  drugs in  expanding world  markets  of  specific  interest  to  practitioners
researchers and scientists in the biopharmaceutical industry this volume examines
the science technology finance legality  ethics and politics  of  biosimilar  drugs it
considers strategic planning elements that include an overall understanding of the
history and the current status of the art and science of biosimilars and it provides
detailed descriptions of the legal regulatory and commercial characteristics the book
also presents a global strategy on how to build take to market and manage the next
generation of biosimilars throughout their life cycle
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