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Rockville MD 20852

RE: Docket No. 2005N 0285 B
Current Good Manufactunng Practrce Regu!atron and !nvestlgatlonal New Drugs, Drrect Fmal Rule

Dear S|r or Madam:

Cambrex Corporatron apprecuates the opp ol I ent on the Current Good Manufactunng
Practice Regulation and Investrgatronal ‘New Drugs; Dir Final Rule. Cambrexis a global, diversified hfe
science company dedicated to providing high qual ity prod icts and services to accelerate drug drscovery,
development, and manufacturing processes for customers focused on health and the preventlon of :

disease.

Provided below is a comment on the Current Good Manufacturmg Prac’t F "'jgulaﬁonand Investigational”
New Drugs; Direct Final Rule. 0 : I ‘
Inve ‘trgatronal New Drug Products

r regulations to- clarify FDA's
stigational drugs for Phase 2
i 'reased regulatory and

o - The FDA. should maintain the 1991 “Gurdeline on the Prepara
i (Human and Animaly’ until the Agency provrdes addrtronal gui
expectattons with regard to fulfilling CGMI equrrements for;
and Phase 3 clinical studies. If this guide
~ validation burden on lndustry will far ou \ g8
- Manufacturing Practice Regulatron and investrgatronai New Drugs,'»DrrecteF mat Rule W|thout beneﬂt o
patlents ' o , S

. Accurate record keepmg and \m 3 :

devices regardless of the stage o ._vetopment as is usmg the best raw materrals avarlable
during their production. However, manufa urmg,processes are often not lo ‘ked down during clinical
trial material preparation, especrauy in. complex anufactu, > or bsologlcs Processes are
often changed to increase efficiencie ase_y;elds or as , a

requirements of larger numbers of clini abje
linearly scaleable. Addmonaliy, assays used to release such 0
development as the processes evolve g

’ ‘{opmen’t the burden for full GMP
ce at this stage. The
e;_way through clinical trials into

¢ Since most products do not make tt out of the chmcal tnal pha_
compliance far outweighs any perc d benefit from full cGM
requrrement for cGMP comphance shoutd be a prcgressrve sca{
~licensure. - :

Thank you for consideration- of the comm,ent. ”Pleas‘e ;cohtact me;i‘f;you;ha,\?e any questions.
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