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‘ prevmusly expressed that the time and funds required to obtam and 11st we

‘ ,speelﬁc .source of, each sample would ' not be justified. It is our considered

- opinion that such information is exeeedmgly important, Conditions of storage
including temperature . and humidity can have an important bearing on the
potency of many drug products. Information concerning the source of samples
can be provided to this office or directly to the firms involved. :

“Pursuant to the comment in your letter of March 15, I shall again advise our

. member companies involved, which have not already done S0, to request the
~method of analysis for the spemﬁc alleged violative samples in question.

It will be greatly appreciated if prompt attention can be given to any in-
quiries directed to you or your staff by our member firms with respect to
sample sources and.methods of -analysis, Thig information will assist us in
completing our review »of the overall survey which t0r us is a project of maJor
significance. = =

' Slncerely yours, ‘
, 0. JOSEPH STETLER.

1966 FDA :drdgpotenoy{‘study comparative analysis

P.M.A. Non-
P.M.A
1. Total number of firms in study--.-‘.‘i ) ' ‘ R A .84 182
11;_Total number of products examined 1,933 2,640
: - - 531 2,050
: . 1,402 590
(11 Number of violative sample - 119 257
-1V, Average number of products per fi firme_ ... 23.0 16,3
V. Number of firms with.generic-and brand violations...looo... e ihme i e aiecdee 5 29
.- Percentage of firms with generic and brand. violations : ! 5.9 17.9
VI. Number of firms with violations (generic or'brand). _____.. ... .. . . .. 49 7
Percentage of firms with violations (generic or-brand)._. ..t ... ...... ———— . '58.3 48.1
VII. Number of firms without violations_ .. _._..__...___.__.... S S SR St P .35 48
Percentage of firms wnthoutvnolatlons-_;-_-.-.-,’--..-._.-_.---..---.--.-----------;,-. 41.6 - 518
VI Generuc products: :
(2) Number of firms with' generlc products in study ............................... 53 : 134
(b) Number of generic products in study . - . i i 531 2,050
(c) Average number of products per firm_.___....o..ooo.  emmtm i m———r——— | 10 15.3
(d) Percentage of generic products in total sample 111?_.--'.._.'_.--_; ............... . 27.4 77.6
(e) Numberof produots sampled among violative fnrms_____--_---_-___-u ......... -~ 241 1,706
(4] Percentage violative samples among violative firms studied g---_--.--.‘ ......... 10,7 10.6
M (8- Number of violative samples.. .. _._.o:ooioooiiieeoiiet iliil i il dm e i adenn ’ 25| - 175
R0 Percentage violative samples of generic products in total sample —b--. ........... < a.9 8.5
e ?(l) Number of flrms with vwlatlve samples--‘.‘-.'---‘.-}-_._____---.-_.;-.-3 ...... —- sl 66 ,
e (1) Percentage of vrdlatlve firms e : ‘ : 2.5  49.2
: (k) Number of firms wlthout vnolatrons--_-,'-_-,,-Z.,-,.‘.-'.----". ....... R © 40 68
~ () Percentage of firms w:thout wolatlons :—:.-;.‘-f.__‘___c____'___'-_‘_:_)_ ______________ 5.4 507
lX Brand name products: . . ) v
; Number of firms wrth brand name products in study __________________________ : 77 106
‘ b) Number of brand name products in study._______ .. ___ e c—— LA 1,402 590 -
: (c) Average number of: products per {11 T RS SR PR, e i 17.9 . 5.5
< Ad) xPercentage of brand products in: total sample: w_,,;---..--,e,___;__:_; __________ 724 22.3
(e) Number of products sampled among vmlatlve flrms ..... :_;-rj_‘_;;‘__--_'___'_‘____ 1,120 |- 372
_'(f) Percentage violatlve samples among violatn?e fll‘h‘ls 'studued 8. il i 83| 220
‘ ’ Golilll 94| 82
- (h) Percentage vrolatnve samples of brand products in total sample b‘;\ . X 6.7 | 13.8
10) Number of frms with violative samples.......--... S Y B I 42
. Percentage pf vlolauve f,lrmKs‘aL___«:ﬂ;_“._v;;‘,;,_‘:.".:g,__'.:_v ...... mrmimnngmniniie 53.2 39.6
ék) Number of flrms w:thout violations.. 36 64
1) Percentage of firms wnthout VIOlations .. . e e el 46.7 60.3




