
DATE OCTOBER 12, ^972 FRED ROESCHFOR

ATT:_______________________________________ _
W H I T T A K K R ,  C L A R K  a, DANIELS, I N C .  C .T .F .A . -  VOLUNTARY REGULATION

SUBJ: SEMINAR ON PRODUCT INGREDIENT DIS­
CLOSURE COMPLIANCE F .D .A .

INTER -  OFFICE CORRESPONDENCE

Dear Fred:

Attached is a complete packet o f inform ation given out at the sem inar, October 6,1972. 
It contains:

1. Progr am
2. V o lun ta ry  ing red ien t statement forms
3. D irections for completions.

T h is  seminar was conducted by

I D r. Norman Eskin, CTFA
2. D r. Harold Schw artz, The Mennen Company
3. D r, E. R ichardson, F .D .A .
4. D r. J , W enninger, F .D .A .

D r, R ichardson, you w ill re ca ll, has w orked in the in d u s try ,

The bu lk o f the meeting was devoted to the ways one would disclose his form ula 
and the methods one could use to keep h is form ula "se c re t". A ll of th is  in form a­
tion  is covered in  the in s tru c tio n s . However, in o rde r to keep a formula "secre t" 
it  must meet the fo llo w in g  test.

I t  is: Unique
Im portant to the product 
Not knowtito comDetitors

Should you not meet the test, you could then w ithd raw  the application w ithou t 
p re jud ice .

It  should be noted tha t even i f  con fid e n tia lity  is allowed the F .D .A . could release 
th is  in form ation under certa in  circum stances (lit ig a tio n , p ub lic  pressure, e tc .)

O bv ious ly  the main th ru s t o f the meeting was regard ing  th is  con fiden tia lity  po in t. 
Many of the members of the in d u s try  appear to fee! threatened inasmuch as they 
feel th is in d u s try  is based on unique combinations of weil known ing red ien ts .

I posed the question to the panel as to "w hy one has to ju s t ify  a request fo r 
co n fid e n tia lity  and who passes judgm en t". T h is  was not adequately rep lied  to

i t  appears that the in d u s try  vo lun tee ring  to disclose w ill then foresta ll such people 
as Senator Eagletcn and V irg in ia  Knauer who believe all in form ation should be in 
the p u b lic  domain.
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The August II, 1972 Federal R eg ister, Volume 37 contains gu ide line  fo r cosmetic 
p roduc t in g re d ie n t labe ling . In o rde r to avoid confusion o f acceptable ing red ien t 
names CTFA have developed a d ic tio n a ry  which w il l be availab le at a modest fee 
sometime a fte r Janua ry  I, 1973.

The effective  date fo r vo lu n ta ry  regula tion  is nowj o r in the case o f a new product^
I BO days a fte r in it ia l m arketing.

D r . Schwartz b r ie f ly  reviewed the present talc s itua tion . He explained that any of 
the people "p icke d  up" fo r excess amounts o f asbestos would be reviewed again If 
they would send c u rre n t p roduction  products to D r. Lewin o f N Y .U , T h is  is 
done on the basis that many items surveyed were several years o ld .

The p o s s ib ility  o f the ft o f form ulas o r a Pentagon paper type i f  d isclosed w il l not 
be possib le  unde r the F .D .A . computer system w h ich  fractions the Inform ation in 
several com puter banks which can on ly  be b rought together w ith  certa in  key 
know ledge and steps.

O ur re s p o n s ib ility  as a su pp lie r would be on ly if  o u r customers used an ing red ien t 
from  us and they d id  not know the composition. They would then request we relate 
th is  data to the F .D .A .

T h is  was a v e ry  w e ll attended sem inar The c ru x  o f the problem is that i f  the 
in d u s try  does not v o lu n ta rily  regula te  itse lf, someone else w il l .  A ll in attendance 
agreed the fo rm e r is the p ruden t s tra tegy.

The serious shortcom ings of d isc losu re  of con fid e n tia lity  inform ation is the major 
s in g le  concern . The consensus o f op in ion  appeared to be i f  you t ru ly  have a 
unique p ro d u c t,d o  not d isc lose  4 t-b y  re g is te r in g . It is a vo lun ta ry  program ,

DL. mv 
enclosure
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