
N.B. Other products in the
trial may require IMPD &

IMPMA

Used as a
“Challenge
Agent” or
“end point

assessment
tool”

Study Plan
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IMPD &
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No license
required for
PET product
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“appropriate

level of
GMP”Yes

No

http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON014245&RevisionSelectionMethod=Latest&noSaveAs=0&Rendition=WEB
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/IsaclinicaltrialauthorisationCTArequired/index.htm
http://en.wikipedia.org/wiki/Investigator's_brochure
http://www.impd.eu/
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Manufacturersandwholesaledealerslicences/index.htm
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