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Although many clinical trial sponsors and investigators focus primarily on FDA regulations related to the
conduct and design of clinical trials, their failure to comply with state laws and regulations may expose
sponsors, investigators, IRBs, Institutions, or individuals to significant liability risks and call into question
the potential integrity of clinical data. Today s US-based clinical trials must meet not just federal
requirements, but an increasingly complex array of state specific requirements as well. In fact, many areas
critical and foundational to clinical studies age of consent, capacity to consent, notification of state agencies,
experimental drug dispensing requirements, genetic testing, and legal representatives, among many others
are driven by state, and not federal, laws. How do you monitor the requirements of all 50 states? State-by-
State Clinical Trial Requirements Reference Guide 2012 provides totally updated and expanded profiles of
the clinical trial standards in all 50 states. This newly updated resource breaks down each state s
requirements in more than a dozen practical areas critical to your clinical research programs, including:
* State statutory structures for clinical trials
* Required notifications to state officials/offices
* Legal representative standards
* Age of consent/Capacity to consent
* Drug dispensing/administration requirements
* Informed consent, IRB, and clinical protocol requirements
* State licensing authorities (medical, nursing, pharmacy)
* Special state rules for cancer research
* State HIV testing rules
* State requirements for genetic testing
* State-specific benefits afforded clinical research
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From reader reviews:

James Pickett:

Do you have favorite book? For those who have, what is your favorite's book? Guide is very important thing
for us to understand everything in the world. Each book has different aim or goal; it means that publication
has different type. Some people experience enjoy to spend their time for you to read a book. These are
reading whatever they get because their hobby is reading a book. What about the person who don't like
studying a book? Sometime, man feel need book whenever they found difficult problem or maybe exercise.
Well, probably you will want this State-by-State Clinical Trial Requirements Reference Guide (Serio).

Walter Taylor:

Throughout other case, little men and women like to read book State-by-State Clinical Trial Requirements
Reference Guide (Serio). You can choose the best book if you appreciate reading a book. Providing we know
about how is important any book State-by-State Clinical Trial Requirements Reference Guide (Serio). You
can add know-how and of course you can around the world by way of a book. Absolutely right, due to the
fact from book you can realize everything! From your country right up until foreign or abroad you will be
known. About simple factor until wonderful thing you can know that. In this era, you can open a book or
perhaps searching by internet gadget. It is called e-book. You may use it when you feel bored stiff to go to
the library. Let's go through.

Jerry Blair:

Spent a free time and energy to be fun activity to do! A lot of people spent their sparetime with their family,
or their very own friends. Usually they undertaking activity like watching television, gonna beach, or picnic
inside the park. They actually doing same every week. Do you feel it? Do you need to something different to
fill your current free time/ holiday? May be reading a book might be option to fill your cost-free time/
holiday. The first thing that you ask may be what kinds of e-book that you should read. If you want to
attempt look for book, may be the book untitled State-by-State Clinical Trial Requirements Reference Guide
(Serio) can be good book to read. May be it might be best activity to you.

Heidi Garcia:

This State-by-State Clinical Trial Requirements Reference Guide (Serio) is great e-book for you because the
content that is full of information for you who else always deal with world and possess to make decision
every minute. This kind of book reveal it information accurately using great coordinate word or we can say
no rambling sentences in it. So if you are read the item hurriedly you can have whole info in it. Doesn't mean
it only provides straight forward sentences but challenging core information with splendid delivering
sentences. Having State-by-State Clinical Trial Requirements Reference Guide (Serio) in your hand like
getting the world in your arm, info in it is not ridiculous one particular. We can say that no publication that
offer you world in ten or fifteen moment right but this e-book already do that. So , it is good reading book.



Hey Mr. and Mrs. active do you still doubt in which?
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