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October 8, 1969

lr. Max Feinberg :

Detense )or«ml Support: Center
Divectorate of Nedical Materisl
2800 Sowth m Btrect
quapm. 19!01

Mlﬁxt

W 30. m. 1 nnt ' hthr to Nr. Plleccis enbodying an
axplemation of the NF uppro.eh t,o provumg aw- md -pocmutm
for. ahtuo uolun, o

b § m now nedvod a eopy or your letter dated Octobor 1, 1969, o
addressed to Dy, llﬂ.hr, in further connection with this subject (your
m DPSC-ATY-2h:kme) . By and large, the documents emclosed .- - '
with your' O¢tober 1 letter restate the DFSC viewpoint es previously
expressed snd as reflected in the draft document which Mr. Fileceis
had transmitted for review and comment. As such, I will not reiterate
the NP viswpoint in these sreas, but would -up).y refer you to w
wmhmr. o . s

Theve is, however, one new point which is Mtroducod in t.ht enclosures
to your October 1 letter which had not arisen before and copcerning which
I heve, therfore, not previously ccumented. This 'is the wetter of :
sterile solids with added substances which are lyophilised in the fins) -
comtainey and for which the NP provides em exemption from complisnce - -
wltb\ho Content Uniformity 'rnt. s notod m th- ml:nm which . -,

your, Jstter. v e
M note thut there are several conditions mbodhd in th‘ xr mnpnu
- which axe mot specific wentioned in your discussicn of this exsmption,

. Thase couuti.ou aret (a) that the article was prepared fxom o’
’ 3 (b) that the lyophiumnon process be performed in the

L sad (¢) that the . t to this effe
) ¥ for the exemption fron t.h ") tent ty requirement.

Finally, while an article meeting these three conditions is then exesmpt

" fyom the Content Uniformity requirement, you will note that the NP
spacification then states that the preparation is required t2 meat the
ﬁw Yariation Test for sterile solids.

his exesption was sdopted only sfter careful considerationm by the NF Board
and sppropriate study of the manufacturing procedur:s utilized within the \
phaxwaceutical industry. This study convinced the Metiomal Formmlary that
_ such an sxemption would be entirely appropriate and would sdeguately sasure
suitable potency, homogenelity, and related standards of quality. If the
conditioss exist which would qualify e product for this exemption, one ia
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