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REPORTS
TO THE READER

In “Participating Effectively in T R R  
Proceedings at the F T C ,” J o e l E . 
H o ffm a n  s ta tes th a t in view  of the 
profound impact that the Trade Regula
tion Rules will have on industry  p rac 
tices and the opportunities th a t the 
M agnuson-M oss procedures offer for 
public partic ipation  in form ulating  a 
final Rule, affected firm s run  an u n 
necessary business risk  in ignoring  the 
F T C  rulem aking process. M r. H off
man is a member of the law firm of 
W ald , H a rk rad e r & Ross. H is article 
begins on page 200.

Among the topics included in M ic h a e l  
P . P e s k o e ’s  article are the promulgation 
of the Food and D rug  Administration’s 
procedural regulations, requirements for 
the documentation of significant decisions 
in the Agency’s administrative files, pro
cedures by which persons may obtain re 
view of decisions of Agency employees, 
and representation by an association. Mr. 
Peskoe is A ssociate Chief Counsel for 
D rugs, Food and D rug  Adm inistration. 
H is  article, “Subm issions and Petitions 
Under the F D A ’s Procedural Regula
tions,” begins on page 216.

The relationship betw een the F D A ’s 
public inform ation regula tions and its 
new procedural regulations is sum 
m arized in “M eetings and Correspon
dence, Includ ing F O I  Considerations,” 
by S tu a r t  M . P ape. T he article, which 
begins on page 226, states th a t the 
procedural regulations give rise to  the 
obligation to create or collect records 
and the public inform ation regulations 
determ ine w hether the records are 
available to the public. Mr. P ape is 
A ssociate Chief Counsel for Foods, 
Food and D rug Administration.

D a n ie l J. D a v id so n  discusses the re 
cently issued rules relating  to  form al 
hearings before the Food and D rug  
Administration. As Administrative Law 
Judge fo r the Food and D rug  A dm in
istration , Judge Davidson not only de
tails the procedural requirem ents but 
also h igh lights the poin ts w here the 
adopted rules differ from  the proposed 
rules. The article, which begins on page 
236, is titled “A View From  the Bench.”
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Participating Effectively in TRR 
Proceedings at the FTC

By JOEL E. HOFFMAN
Mr. Hoffman Is a Member of the Law Firm of Wald, Harkrader 
& Ross.

UN D E R  T H E  M A G N U SO N -M O SS W A R R A N T Y /F E D E R A L  
T R A D E  C O M M ISSIO N  IM P R O V E M E N T  ACT O F  1975,1 the 

Federal Trade Commission (F T C ) is empowered to promulgate b ind ing 
and enforceable T rade R egulation  R ules (T R R s) declaring business 
practices to be unfair or deceptive. T he food and d rug  industries are 
already em broiled in four of the new rulem aking  proceedings. T hese 
w ould require affirm ative disclosure of nu trition al in form ation in food 
advertising ,2 restric tion  to FD A -approved claims in advertising  for 
over-the-counter (O T C ) drugs,3 affirm ative disclosure of w arnings in 
O TC antacid drug advertising4 and a variety of restrictions and affirmative 
disclosures (includ ing  a “crepe label”) in the advertising  and labeling 
of protein supplements.5 * Many more such proceedings can be expected, 
especially in the O T C  d rug  in du stry  as the 25 or m ore m onographs 
resu lting  from  F D A ’s m onum ental O T C  D ru g  Review  are issued.8

W hile the new A ct provides s tron ger sanctions for violations of 
FT C  rules, however,7 it also offers extensive new rights of participation in

1 88 S tat. 2183 (1975).
2 40 F . R . 23086 (M ay 28, 1975).
3 40 F . R . 52631 (Nov. 11, 1975).
‘ 41 F . R .  14534 (Apr. 6, 1976).
5 40 F . R . 41144 (Sept. 5, 1975). See

also the proposed  T R R ’s on p rescrip 
tion  d ru g  prices (40 F . R . 24031 (June
4, 1975)), on hearing  aids (40 F . R .  
26646 (June 24, 1975)) and on prescrip

tion eyeglasses (41 F . R .  2399 (Jan. 
16, 1976)).

6 See O ’Keefe, Daniel F., Jr., 29 F ood 
D r u g  C o s m e t i c  L a w  J o u r n a l  (M a y ,  
1974).

7 Under the new law, T R R  violations 
by any industry  m em ber im m ediately 
expose him to court proceedings entailing

( C o n tin u ed  on  n e x t  p a g e .)
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the C om m ission's ru lem aking proceedings. T he purpose of th is paper 
is to describe the  F T C 's  T R R  procedures and to offer suggestions on 
effective partic ipa tion .8

Rights of Participation in TRR Proceedings
T he novel p rocedures m andated  by Congress for the form ulation 

of T R R ’s are bu ilt around so-called “ inform al" hearings (15 U. S. C. 
§§ 57a(b) and ( c ) ), m aking T R R  proceedings a cross betw een the  
trad itional notice-and-com m ent ru lem aking  prescribed by the  A dm in
istrative Procedure Act9 and trial-type proceedings such as those required 
under § 701(e) of the F ederal Food, D rug, and Cosm etic A ct.10 T R R  
proceedings are distinguished from notice-and-com m ent proceedings 
b y : (1) m andatory  public ev iden tiary  hearings; (2) an oppo rtun ity  to 
engage in (o r to have the  P resid in g  Officer conduct on behalf of 
partic ipan ts) exam ination and cross-exam ination of w itnesses; and (3) 
judicial review to ensure th a t each Rule is supported  a t least by 
substan tia l evidence. U nlike tria l-type rulem aking, Magnuson-Moss 
proceedings are characterized by the  absence of (1) form al rules of 
evidence, (2) testim ony under oath, or (3) unlimited cross-examination.

Like many new statutory schemes, Magnuson-Moss leaves questions 
unansw ered. T he F T C  has prom ulgated  regulations to im plem ent the 
s ta tu to ry  fram ew ork (16 C F R  § 1.11 and follow ing), b u t they  pu t 
little  flesh on the skeletal sta tu te . The F T C ’s cu rren t practice provides 
in terim  answ ers to some ou ts tan d in g  questions however, and po in ters
can be gleaned on how to p roceed .1
(Footnote 7 continued.) 
extensive potential liability—including 
rescission or reform ation of contracts, 
a refund of m oney, re tu rn  of property , 
and paym ent of dam ages (15 U. S. C. 
§ 5 7 b (b ))—and civil penalties of up to 
$10,000 for each day of violation (15 
U. S. C. § 4 5 (m ) ( l ) (A )  and (C )) . 
Moreover, Magnuson-Moss abandoned 
the previous jurisdictional limitation con
fining the F T C  to acts and practices 
"in" interstate commerce, and extended 
the F T C ’s jurisdiction to acts and prac
tices “affecting” interstate commerce as 
well. (§201. 88 S tat. 2193 (1975). 
amending 15 U. S. C. §§45, 52.)

8 In  the in terest of full disclosure, the 
au thor notes tha t his firm is partic ipat
ing on behalf of affected industry  m em 

bers in the T R R  proceedings on O T C  
drug advertising, on antacid drug adver
tising, and on vocational school advertis
ing.

“ 5 U. S. C. § 553.
10 21 U. S. C. § 371(e); 5 U. S. C. 

§§ 553(c), 556, 557.
11 S tatem en ts herein regard ing  the 

F T C ’s ru lem aking practice, if not cited 
to a specific au thority  or to  the record 
in one of the on-going ru lem aking p ro 
ceedings, are based on the experience 
of the au tho r's  firm in the  over-the- 
counter drug, antacid, and vocational 
school proceedings, as well as on dis
cussions with members of the F T C  staff 
and the private bar involved in o ther 
proceedings.
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A ny “in terested  person” m ay partic ipa te  in T R R  proceedings (15 
U. S. C. § 57a(c) (1) ; 16 C F R  § 1.11). T h is includes no t on ly  affected 
business firm s and trade  associations, b u t consum er groups as well. 
M oreover, the M agnuson-M oss A ct estab lishes a fund from  w hich 
the  Com m ission m ay provide com pensation for the  costs of participation 
to any  p a rty  th a t lacks the  resources effectively to  partic ipate  and  th a t 
has a material interest not already represented (15 U. S. C. § 57a(h) ; 
16 C FR  § 1.17). R eim bursable costs include costs of surveys and studies, 
and  fees for expert w itnesses and a ttorneys.

W hile these funds are intended primarily for consumer representatives 
—and are apparently breathing new life into organized consumer groups— 
businesses th a t w ould be regula ted  by a proposed R ule are eligible 
for up to 25 percen t of the funds d isbursed by th e  F T C  each year (15 
U. S. C. § 5 7 a (h ) (2 )) . T he Com m ission is said to be receptive to
indu stry  applications. Sm all businesses as well as large m ay play
a constructive role in F T C  rulem aking, particu larly  in view  of the 
s ta tu to ry  com m and th a t F T C  “ [take] into account the  effect [of a
rule] on sm all business * * (15 U. S. C. § 57a(d) ( 1 ) ; 16 C FR
§ 1.14(a)).

As of Jan u ary  1977, the  F T C  has ob ligated  m ore than $792,000 
to over tw en ty  groups p artic ipa tin g  in T R R  proceedings. R oughly 
$30,000 of th is has been obligated to the N ational H earin g  A id Dealers’ 
A ssociation, the  on ly  in du stry  group ever to  apply for funding. In  the 
food nu trition  adv ertis in g  proceeding, funds w ere aw arded to th ree  
separate  o rgan izations as represen ta tives of consum er in terests. A 
to ta l of $61,000 has been divided am ong th ree  consum er groups in 
the  O T C  d rug  advertising  proceeding.

F o r a partic ipan t in a T R R  proceeding, the first decision to be 
m ade is th e  app ropria te  level of participation . W ritten  com m ents and 
direct testim ony m ight be subm itted  on each of th e  basic issues framed 
by the P resid in g  Officer.12 O r, com m ents or testim ony can be confined 
to those issues on which the clien t’s in terests  differ from  those of o ther 
p artic ipa tin g  parties. Or, an effort can be m ade to affect the designation 
of issues in the proceeding ; to investigate, evaluate, and controvert the 
positions of the  staff ; to  cross-exam ine adverse w itnesses a t the hear
ing ; and to analyze and comment on post-hearing findings and conclusions.

I t  is difficult to  provide general criteria  for the appropria te  p a r
ticipation level for different parties. Some of the factors to be considered 13

13 Of course, more weight may be given cross-exam ination—than to the w rit- 
to  oral testim ony—which is subject to  ten record.
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are: (1) whether others will v igorously represen t the  c lien t’s general 
in terests  ; (2) w hether the client has a perspective or position on th e  
proposed rule no t shared by o thers ; (3) the  num ber and varie ty  of 
o ther partic ipan ts  ; and, of course, (4) the  client’s own resources. Even 
if a decision is m ade to rely  prim arily  on represen ta tion  by  o thers, 
how ever, th ere  m ay be a substan tia l value in actively assisting  and 
cooperating  w ith them .

In the O TC drug advertising proceedings The Proprietary Association 
has taken the  leading role, a lthough  several m em ber m anufactu rers are 
prov id ing  supplem en tary  com m ents and testim ony. T he  advertising  
and broadcast industries are also participating . A sim ilar p a tte rn  is 
found in the  food nu trition  advertising  proceeding, w here the Grocery 
M anufactu rers of A m erica, Inc. (G M A ) has taken the lead while the 
allied industries have separately  voiced th e ir special perspectives.

The Initial Notice
A T R R  proceeding begins w ith an “In itia l N otice’’ published in 

the  Federal Register and publicized th ro ug h  the F T C ’s norm al channels. 
I t  is no t uncom m on to find, however, th a t the  F T C  staff, affected 
in du stry  associations, and consum er groups have discussed the general 
problem s sough t to be resolved by the R ule prio r to  the  first Notice.

T he In itia l N otice13 generally  con ta ins: (1) the  proposed R u le; 
(2) a brief s ta tem en t of the reasons w hy the Com m ission believes the  
rule is necessary  ; (3) “Q uestions” draw ing  the public’s a tten tion  to 
issues which th e  F T C  considers particu la rly  pertin en t and on which 
com m ent is especially so lic ited ; (4) an inv ita tion  to  all in terested  
persons to propose “dispu ted issues of specific fac t” ; and (5) an 
inv ita tion  to subm it w ritten  com m ents on any issue of fact, law, or 
policy which may have some bearing upon the proposed Rule.13 14

O ne no tab le exception to  th is  is the  proposal on disclosure of 
w arn ings in O T C  antacid  d ru g  advertising , which contained no t a

13 See 16 C F R  §1.11; IS U. S. C. 
§ 57a(b).

14 T hese are the type of com m ents 
trad itionally  subm itted in s tandard  no- 
tice-and-com m ent ru lem aking such as 
under § 701(a) of the Food, D rug, and 
Cosm etic A ct (21 U. <S. C. § 371(a)), 
and need not be fu rther discussed here. 
T he F T C ’s cu rren t p ractice is to  an
nounce th a t it will close the w ritten  
comment period 45 days before hearings

begin, which date will be announced 
subsequent to  the In itia l Notice. T he 
uncertain ty  o f th e  closing date requires 
tha t the proceeding be closely followed 
and the timing of a  filing carefully plan
ned, as developm ents after an early 
filing m ay cause a p a rty  to  re th ink  its  
strategy. E xtensions of filing dates are 
frequently  granted , thus adding to  the 
period in which the situation may change. 
See 16 C F R  § 1 .13(c)( 1 ) (iii).
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R ule bu t a list of topics upon which the Com m ission sough t com m ent 
p rio r to form ulation  of a Rule. A sim ilar course w as followed in the 
food nu trition  advertising  proceeding,15 16 w here the Com m ission set 
ou t, in addition  to a detailed proposed Rule, num erous staff proposals 
on which it also invited discussion.10

T he first oppo rtun ity  for partic ipation  is in the developm ent of 
the list of factual issues in dispute. Sixty days are usually provided within 
which to file a P roposal Iden tify in g  Issues of Specific Fact, w hich the 
P resid ing  Officer will consider in p reparing  the final list of disputed 
issues. T his list includes any issues determ ined to be “m aterial and 
necessary to  reso lve” in the proceeding, and m ay, in the Com m ission’s 
discretion, include any o ther issues (16 C FR  § 1 .13 (d )(1 )). Since the 
F T C ’s catalogue of disputed issues m ay serve as a basis for determ in
ing r ig h t to cross-exam ination , rebu tta l subm issions and compulsory 
process,17 a proposed list of d ispu ted issues should include everything 
you m ay la ter w ish to exp lo re.18

D espite the obvious im portance of the process, however, the 
Com m ission has failed w oefully in g iv ing guidance as to  how to 
identify  d ispu ted  issues. T heir proposal and selection has therefore 
been som ew hat arb itrary . T here are no standards for m ateria lity  or 
level of g en e ra lity ; no indication of the pertinence of elements of policy 
or “legislative facts” ; no explanation of w hat issues are “necessary

15 41 F . R . 14S34, 14S3S (A pril 6, 
1976) (an tac id s); 39 F . R . 39842 (Nov. 
11, 1974), republished, 40 F . R .  23086 
(M ay 28, 1975) (food).

16 By thus consu lting  affected parties 
in advance, the Commission may be able 
to avoid tak ing  unw ise or im practical 
positions before adversary relationships 
harden. On the o ther hand, the less
concrete the specifics of a proposed 
Rule, the greater the possibility that the 
proceeding will la te r be found to have 
been fatally  flawed for lack of proper 
notice of the u ltim ate action—an issue 
already being pressed w ith vigor in the 
food nutrition  advertising  proceeding. 
T he argum ent is th a t M agnuson-M oss 
requires the Com m ission to propose a
specific Rule, so th a t after com m ents 
are received on the general issues p ro 
posed for discussion, a com plete new 
M agnuson-M oss proceeding on a spe
cific R ule will be required  in any event,

thus m aking the initial request for 
com m ents oppressive, unnecessary and 
unauthorized. See Petition  of A N A  to 
Expunge in the food nu trition  adver
tising  proceeding, June 28, 1976, pp. 
1- 2.

,T 16 C F R  §§ 1.13(d)(5) and (6 ); see 
15 U. S. C. § 5 7 a (c ) ( l) (B ) .  In practice, 
however, cross-exam ination and w rit
ten rebutta l have been allowed w ithout 
regard  to the designated issues, which 
by and large have been stated with ex
trem e generality.

1R T he disputed issues m ay of course 
also serve to  educate the P resid ing  Of
ficer, to  clarify the scope and direction 
of the proceeding th roug hou t and, al
though not specifically so provided by 
sta tu te  or rule, to  indicate issues on 
which the Com m ission has the burden 
of proof as proponent of the Rule. Com
pare 15 U. S. C. § § 5 7 a (d )( l)  and (e) 
(3 ); 16 C F R  §§ 1.13(f) and 1.14(a).
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to  reso lve” ; no clue to  the  kind of issue the Com m ission considers 
app ropria te  for cross-exam ination.

In the OTC drug advertising proceeding the participants proposed as 
many as 24 disputed issues19 while the staff proposed four.20 The Presiding 
Officer designated  on ly  th ree, basically  adop ting  the staff’s proposal. 
The Commission subsequently affirmed the Presiding Officer’s decision, 
bu t invited com m ent on seven o ther po in ts no t m entioned in the Final 
N otice.21 In  the  antacid  w arn ing  proceeding the partic ipan ts proposed 
as m any as 45 issues22 and th e  staff only four. A nd in so doing, the  
staff declined to indicate which of these four were “necessary to  reso lve” 
and which w ere no t.23 In  con trast, partic ipan ts  in th e  food nutrition 
advertising  proceeding are w restling  w ith  27 designated disputed issues 
of f a c t ; a full 157 had been proposed.24

T he Com m ission staff has argued  th a t proposers of issues should 
be required to proffer evidence show ing th a t  each proposed issue is 
in fact disputed. In  the  O T C  d rug  advertising  proceeding, the argument 
is a rticu la ted  as fo llo w s:

“W e believe tha t to establish the existence of a dispute a party  m ust make 
at least a  minimal factual show ing or an offer of proof sufficient to provide the 
P resid ing  Officer w ith an indication tha t there is evidence which challenges a 
basis for the proposed rule or a provision thereof. T h is  will provide the Presiding 
Officer with some basis for determ ining whether the criteria of § 1.13(d) (1) (i) of 
the  R ules have been satisfied.”25
T h a t position has no t been pressed upon th e  Com m ission, and the 
practice of private  partic ipan ts  has been sim ply to  list proposed issues. 
N evertheless, in some circum stances it m igh t be p rud en t to accompany 
the list with sufficient references to existing factual material or proposed 
factual developm ent at the hearin g  to dem onstra te  to an observer 
unfam iliar w ith  the  in du stry—th a t is, the  P resid in g  Officer— the exis
tence of a true  ev iden tiary  d ispu te.26

19 Proposal of T he P ro p rie ta ry  A s
sociation Iden tify ing  Issues of Fact, 
M ar. 12, 1976.

20 Memorandum from Cynthia Inger- 
soll, staff attorney, to Roger Fitzpatrick, 
P resid ing  Officer, June 10, 1976.

21 41 F . R . 533S5 (Dec. 6, 1976).
22 P roposal of P lough, Inc., Identify

ing Issues of Fact, June 11, 1976.
23 M em orandum  from  C ynthia Inger-

soll, staff attorney, to Raymond Rhine,
P resid ing  Officer, Oct. 6, 1976. T here
is not yet a F inal Notice designating  
the  issues in th a t proceeding.
TRR PRO CEED IN G S

24 41 F . R .  8980 (M ar. 2, 1976). See 
P roposal of A ss’n of N ational Adver
tisers, Inc., Identifying Issues of Specific 
F act, Ju ly  24, 197S.

25 M em orandum  from  C ynthia In- 
gersoll, staff a tto rney, to R oger F itz
patrick, Presiding Officer, June 10, 1976, 
p. 8 (footnote om itted).

26 N ote th a t if inspection of o ther 
pa rtic ipan ts’ proposed issues—or sub
m issions of any sort (bu t see note 45 
in fr a ) —is desired, unless special arrange
m ents are m ade with those filing the

( C on tin u ed  on the n e x t  p a g e .)
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Preparation: The First Phase
In  p reparin g  evidence and argum en ts for w ritten  com m ents and 

oral testim ony and in selecting  w itnesses for the  hearings, the “Staff 
S ta tem en t’’ in p articu lar deserves an early  review. T his docum ent 
sets forth  th e  views of the staff p rosecu ting  th e  Rule on (1) the  nature 
of the abuses to which the Rule is addressed and, (2) the m anner in 
which the  R ule is in tended to rem edy the  abuses. W hile the  FT C  
included the Staff S ta tem en t in the  In itia l N otice in the food nu trition 
advertising  proceeding, it does not generally  follow th is practice and 
it is up to  counsel to  ob tain  a copy of the  docum ent, which is usually  
placed on th e  Public Record w ith in a few weeks of the issuance of 
an In itia l N otice.27

T he Public Record (available for inspection a t the FT C  in W ash 
ington, D. C ) .  is the reposito ry  for the factual m aterial gathered  and 
relied upon by th e  F T C  staff p rosecu ting  th e  Rule. The Commission 
has directed th a t, “absen t special circum stances w arran tin g  a different 
course,” all ev iden tiary  m aterial considered in the form ulation  of a 
proposed T R R  should be placed on the Public Record (F T C  Operating 
Manual, ch. 8, (j .7 (1 9 7 1 )).28 T his Com m ission directive is generally 
ignored, how ever, and the  filing of a Freedom  of Inform ation (F O I)  
Act20 request to compel disclosure of all material in the possession of the 
FT C  relating to the proposed Rule has now become standard operating  
procedure by  those who are fully partic ipa tin g  in the proceeding.

T he Com m ission has recently  proposed an am endm ent to  its T R R  
R ules of P ractice  th a t w ould form ally require such m aterial to be 
placed on the  P ublic  R ecord a t the beg inning of the proceeding or as
(F o o tn o te  26 co n tin u ed .)  
proposals it will be necessary to  con
sult the Public Record. The rulemaking 
procedures have no provision for ser
vice (although the staff p rosecu ting  
the Rule au tom atically  receives copies 
of all documents filed by private parties). 
B ut the procedures should be sufficiently 
flexible in practice to perm it such m a t
ters  as th is to  be rem edied by formal 
or inform al requests to o ther parties 
o r the P resid ing  Officer. See 16 CFR 
§ 1.13(c)(1).

27 T h e  Staff S tatem en t focuses pri
m arily  on the legal theory  underlying 
the rule. C itations to supporting  evi
dence will probably be sketchy at best. 
C om prehensive docum entation of the

staff's case would be invaluable, per
mitting private parties to meet the staff 
on controverted  issues in a direct and 
focused m anner, and thus substantially  
contribute to the rational and expedi
tious progress of the proceeding.

2S I t should be noted th a t the Public 
Record an existing proceedings has been 
poorly organized and indexed, and 
neither the Staff S tatem ent nor any 
o ther docum ent has given a clue as to 
the w ay the staff intends to use the 
m aterial on file. T hus, a review  of the 
record—at any stage in the proceeding 
—m ay be of lim ited utility.

20 5 IT. S. C. § 552. T he F T C  reg u 
lations im plem enting the Act appear 
at 16 C F R  §4.11.
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soon th e rea fte r  as possible.30 T h is w ould elim inate the need for F O I 
requests for th a t purpose. M aterial ob tained  o r generated  by th e  staff 
in the course of developing the R ule b u t no t considered “re levan t” so 
as to require inclusion in the Public R ecord will also be “publicly 
availab le.”

T he need for the proposed am endm ent was h igh lighted  in th e  food 
advertising  and an tacid  w arn ing  proceedings. In  response to the ritual 
F O I requests, the staff there  disclosed num erous memoranda of staff 
interviews with various physicians and scientists regarding the desirability 
of disclosing in form ation in advertising. Y et, all of these individuals’ 
nam es w ere blanked out. In  the food proceeding, the case for disclosure 
had to  be taken to  court, and in the antacid  proceeding an appeal to 
the Com m ission from  the  sta ff’s refusal to fill in those blanks was 
necessary. B oth prevailed .31

Such forays should be unnecessary, as the proposed am endm ents 
to the  R ules of P ractice  recognize. I t  will expedite these proceedings 
sub stan tia lly  w hen the  Staff S ta tem en t and all in form ation and evi
den tiary  m aterial (both  pro and con) ob tained or generated  in the 
course of developing the proposed Rule are placed in the  Public Record 
“at the beg inning of a ru lem aking  proceeding, or as soon as possible 
th ereafter * * * .”32 T h is is often done in ru lem aking  proceedings a t 
the FD A , and the practice has w orked well. T he litig ious postu re  
heretofore assum ed by  the  F T C  staff on th is aspect of T R R  proceed
ings has done no m ore than  assure a substan tia l am ount of procedural 
fencing and m otions practice, thereby  producing  substan tia l delay bu t 
no significant effect on the ultimate availability of the material involved.

The Final Notice
T he F inal N otice contains th e  P resid in g  Officer’s list of disputed 

issues as well as the  g round  ru les for the rem ainder of the proceeding. 
T he N otice has generally  been published from  tw o weeks to  six months 
a fte r th e  subm ission of proposed disputed issues.

T he F inal Notice will include the detailed timetable for the re
m ainder of the proceeding, in structions to w ould-be partic ipan ts for

30 42 F . R . 2980 (Jan. 14, 1977), to 
am end 16 C F R  § 1.18.

31 A s s ’n  o f N a tio n a l A d v e r tis e r s , In c . 
v. F T C ,  1976-2 T r a d e  C a s e s  fl 61,021
(D . D. C. 1976) (food). T he  antacid 
refusal was at first upheld, but th is oc
curred contemporaneously with the dis

trict court’s reversal of the Commission 
in the food proceeding, and without fan
fare the  staff th e reafter produced new 
unexpurgated  copies.

32 42 F . R . 2980 (Jan . 14, 1977) (pre
am ble).
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grouping  them selves according to in te rest,33 and—m ost im portan tly  
—the P resid in g  Officer’s determ ination  of the designated  issues of 
dispu ted  fact and a direction th a t partic ipan ts who desire to conduct 
cross-exam ination on those issues at the hearing  m ust, by a specified 
date (usually  w ith in 15 to 30 days), notify the P resid ing  Officer in 
w riting  of th e ir in te rest and position w ith respect to each such issue. 
A recently  em erg ing practice is for the F inal Notice fu rther to require 
th a t requests for cross-examination requests be “ justified.”34

The Notice of Interest and Position has typically been brief, focusing 
on the sim ilarities and differences betw een the client's in te rest and 
position and the interest and position of other participants. Responding 
to the “justification” requirement regarding cross-examination has posed 
a dilemma: How to justify cross-examination of witnesses whose identity 
and testimony are not yet known. To date, participants have contented 
them selves w ith pro forma reiterations of the general desirab ility  of 
cross-exam ination for eliciting  a full and true  disclosure of the facts. 
T he effectiveness of requ iring  “justification" for cross-exam ination 
a t th is  early  stage is difficult to discern, and the  Com m ission would do 
well to abandon the practice.

Soon after the filing of Notices of Interest and Position, the Presiding 
Officer will send a le tte r lis ting  the groups in to which partic ipan ts 
have been divided and offering members of each group an opportun ity  
them selves to  select a rep resen ta tive .35 The P resid ing  Officer wall 
sim ply place his imprimatur on a representative agreed to  by group 
m em bers, and will nam e a represen ta tive  for any group th a t cannot 
reach a consensus.30

T his does not m ean th a t the P resid in g  Officer selects your client’s 
lawyer. The statute and regulations specifically provide that no participant 
shall be denied the righ t to  exam ination or cross-exam ination if, after 
a good faith effort, agreem ent cannot be reached on a group represen-

23 See 15 U. S. C. § 5 7 a (c ) (3 ) (A ) ; 
16 CFR § 1.13(d) (5) ( ii).

31 16 C FR § 1.12. See, c.g., the Notice 
in the O T C  drug  advertising  proceed
ing, 41 F . R . 39768 (Sept. 16, 1976).

33 The Presiding Officer may permit 
m ore than  one person or firm to rep 
resen t a group. H e m ay, for example, 
permit different representation at hear
ings in different cities. H ow ever, such 
arrang em en ts  are disfavored due to 
problem s of continuity.

35 The F T C  staff prosecuting tire Rule 
will be assigned the s tatus of a group 
represen ta tive and. at the hearing, will 
generally  be treated  like o ther group 
represen ta tives (c .g ., for purposes of 
cross-exam ination). O verall, however, 
th e  staff has m arked advantages over 
private parties, including easier access 
( c .r p a r te ) to  the P resid ing Officer and 
the C om m ission: the results of p re
proceeding investigations in which sub
poena pow er was available; and the 
ear of the m ass com m unications media.
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tative. In  such a case, the  partic ipan t will be perm itted  appropria te  
exam ination  and cross-exam ination on those designated issues th a t 
affect its pa rticu la r in te res t.37

T he selection of group represen ta tives m ay be appealed to the 
Com m ission (16 C FR  § 1.13(c) (2 ) ( i ) ). F irs t, however, bo th  discre
tionary  certification of the  appeal by  th e  P resid ing  Officer and permis
sion to appeal from  the  Com m ission m ust be obtained. T his is the 
procedure applicable to any interlocutory decision of the Presiding Officer.38

T he one m a tte r  th a t m ay be appealed w ithou t certification by th e  
P resid in g  Officer is the list of designated issues in the F inal Notice. 
B u t even th is appeal is perm issive w ith the Com m ission itself. W ithin 
10 days of publication of the  F inal Notice, any in terested  person m ay 
petition  the Com m ission for addition , m odification or deletion of a 
designated issue (16 C F R  § 1.13(c) (2) (ii) ). T he appeal brief should 
show  w hy the  d ispu ted issues on appeal are (or are no t) m aterial and 
necessary to resolve, th a t is, w hy cross-exam ination and rebu tta l 
subm issions on those issues should (or should no t) be perm itted. Of 
course the  decision w hether to file such an appeal will be influenced 
by the use to w hich it is an ticipated  the disputed issues will be pu t in 
the proceeding.

I t  is difficult to predict Com m ission action on such an appeal. As 
noted above, the s tan dards for designating  d ispu ted issues are blurred . 
In  th e  vocational school proceeding, an appeal was g ran ted  and 9 of 
29 issues were deleted,39 but the basis for the Commission’s action was 
unarticu la ted  and unfathom able, and bore no apparen t relationsh ip  to 
the argum en ts raised by the  parties to  the appeal. T he appeal in the 
O T C  d rug  advertising  proceeding did no t resu lt in any am endm ent 
of the issues, a lthough  in its o rder disposing of the appeal the Com 
m ission called for com m ents on seven additional questions no t stated 
in the F inal N otice.40

Publication  of the F inal Notice also trig gers  consideration of the 
need for com pulsory process. T he rules g ran t the r ig h t to petition  
the P resid ing  Officer to  com pel the  a ttendance of persons at th e  hear-

37 15 U. S. C. § 57a(c) (3) ( B ) ; 16 
C FR § 1.13(d) (5) (¡11). A party seeking 
to preserve such a separate status would 
be well advised to  m ake its position 
know n to the P resid ing  Officer im m e
diately upon receipt o f the P resid ing
Officer’s designation of representatives,
although the rules do not specifically
prohibit raising the m a tte r at the hear

ing when examination or cross-exami
nation is actually sought.

38 T h is  is not to say th a t in terlocu
to ry  relief m igh t not be sought in an 
ex traord inary  case even if the Presid
ing Officer refuses to certify. See 16 
C F R  § 1.20; cf. 28 U. iS. C. § 1651.

3n'See 40 F . R . 55368 (N ov. 28, 1975).
48 See 41 F . R . 53355 (Dec. 6, 1976).
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ings, the  production  of docum ents o r responses to  w ritten  questions- 
(16 C F R  § 1.13(d) (6 )) . Subpoena petitions m ust include a show ing 
that the testimony or material sought is relevant, reasonable in scope, 
app ropria te  and required  for full and tru e  disclosure w ith respect to 
the  designated  issues and no t available th ro ug h  o ther m eans. If, as 
w as the  case in the  O T C  d ru g  advertising  proceeding, o ther F ederal 
agencies such as th e  F D A  seek to  proh ib it testim ony,41 com pulsory 
process m ay be the  only w ay to get desired testim ony  on th e  record .42 
E xperience teaches, how ever, th a t there is a Com m ission presumption 
against g ran tin g  such requests.43

Com m ission policy on th is and  o ther procedural issues arising  
under M agnuson-M oss reflects a view  th a t th e  developm ent of a com 
prehensive record is ensured by the  liberal and flexible procedures for 
the  proceedings, the usually  large num ber of partic ipan ts, and the 
abandonm ent of rules of evidence, so th a t discovery, subpoenas, sworn 
testim ony, and other form al procedures are therefore generally  un 
necessary. T his view  is reinforced by  the correlative Com m ission view 
th a t adversary  jo u sts  w ith respect to specific and detailed facts will 
norm ally be unnecessary  or unproductive in the  contex t of the  broad 
factual se ttin g  p ertinen t to ru lem aking govern ing  an en tire  industry— 
a view  rem iniscen t of the  F D A ’s.

Prehearing Conference
A lthough  no t m entioned in the s ta tu te  or regulations, prehearing 

conferences have been convened in th e  proceedings th a t have reached 
the hearing stage. T hey  have been inform al and off the record, and
are a convenient forum  in w hich to 
concerning the hearings, including 
filing w itness s ta tem en ts .44

41 Memorandum from Robert G. Pinco, 
Director, Division of O TC D rug Evalu
ation, FD A , to All O T C  Panel Mem
bers, Jan. 12, 1977.

42 O rder of R oger F itzpatrick , P re 
siding Officer, Jan. 14, 1977 (denying 
request for postponem ent of hearing 
to perm it negotiations tow ard a com 
prom ise w ith F D A ).

43 T he substantial number of requests 
have all been denied.

44 T h e O T C  advertising  Final Notice 
required the follow ing:

“Any witness not intending to deliver 
a full text of his or her oral presenta
tion in advance is required to file with

settle  certain  procedural questions 
:he stan dards th a t m ust be m et in

[the designated Com m ission rep re
sentative] a w ritten  com prehensive 
outline of the oral p resenta tion .

“T he full tex t of the oral p resen
tation or the outline of oral presenta
tion m ust include a statem ent of each 
im portan t fact, observation, conclu
sion and opinion th a t the party  an tic
ipates p resen ting  and m ust indicate 
the basis for each conclusion and 
opinion, insofar as possible.” 41 F . R . 
39768, at 39769  (Sept. 16, 1976). 

U nduly  vague outlines will be re
spected, albeit' with leave to  refile. See 
also note 52 in fra .
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The prehearing conference may be used to establish informal methods 
for exchange of docum ents.45 I t  is also an app ropria te  forum  for 
determ in ing  the  ground rules for exam ination, cross-exam ination and 
rebu tta l. F o r exam ple, the P resid in g  Officer will p robably  be ready 
to  advise counsel as to  the types of w itnesses whose cross-exam ination 
by  counsel— as opposed to cross-exam ination by means of written ques
tions submitted to the Presiding Officer— will be permitted.46 H e m ay 
also announce the circumstances in which he will require a “justification” 
for cross-examination, and the specific form the justification should take.47

O th er issues w hich m igh t be considered a t a p rehearing  conference 
a re : (1) the  possibility  of se ttlem en t;48 (2) ou tstan d ing  questions re
g ard in g  group designations or rep re sen ta tio n ; (3) requests for com 
pu lso ry  p ro c e ss ; (4) w hether any or all w itnesses will testify  under 
oath49 (sworn testimony is not favored) ; and (4) the physical arrange
m ent and facilities for the  hearings.

Prehearing Preparation and the Hearing
A sta tem en t or outline of expected  testim ony  for each prospective 

w itness m ust be prepared and filed by  the deadlines set forth  in the 
F inal N otice. T here are obvious tim e savings in filing an ou tline of 
the n a tu re  of expected testim ony as opposed to a full-text, prepared 
s ta tem en t,50 b u t a full s ta tem en t m ay be tactically  m ore advantageous. 
In any event, the F T C  is pressing for more and more complete “outlines,”51 
and is even considering elim inating  the  ou tline option a ltog ether.52

W itnesses should be prepared for these  hearings as they  w ould for 
any o ther hearing  in w hich they  w ould be sub ject to cross-examination.

45 See note 26 supra . A  recent de
velopm ent in the O T C  advertising  
proceeding is the staff’s vo lun tary  ser
vice of ev identiary docum ents on an
nounced active partic ipants. T h is  can 
only  be applauded.

40 See IS U. S. C. § 57 a(c> (2 ); 16 
C FR  § 1 .1 3 (c )( l)(iv ) .

47 See 16 C F R  '§ 1.13(d) (S) (i).
48 H ow ever, even if the m ajo r parties 

can agree on the form  of a Rule, the 
M agnuson-M oss Act requires public 
hearings and opportun ity  for com m ent
(IS U. S. C. § 57a(b )) and, even once 
adopted by the  Com m ission, a Rule
would be subject to  appeal by any in 
terested  pe rson  (IS U. S. C. §S7a(e)
(1 )). T he value of settlem ent would 
thus presum ably be prim arily  to  lim it

and stream line, ra th e r than  circumvent, 
a proceeding.

40 16 C F R  § 1.13(c) (1) (vii).
60 If  w itnesses file outlines, they  may 

nevertheless read from a prepared state
m ent at the hearing. If  they  file p re 
pared statements, they may deviate from 
or m odify the ir s ta tem ent at th e  h e a r
ing.

51 See note 44 supra .
52 See 16 C F R  § 1.13(c) (1) (viii). The 

F inal Notice in the O T C  advertising  
proceeding reserved to  the  P resid ing  
Officer the option to require a full text 
for any w itness p rio r to  hearing if in 
his judgm ent “the writteln outline sub
m itted  is not sufficiently detailed or 
factual.” 41 F . R . 39768, at 39769 ( Sept. 
16, 1976).
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W itnesses are free, w ith in  very broad bounds, to address any factual 
or policy aspects of th e  proposed R ule and—w ith o u t being qualified 
as experts— to p resen t opinion testim ony. A ccordingly, they  should 
also be p repared  to  confron t w ide-ranging  cross-examination.

A t the hearings to date, the  P resid in g  Officer has generally  barred 
questions going to  the charac ter and veracity  of the w itness. B u t the  
scope of perm issib le question ing  has been m ore liberal th an  a narrow 
read ing  of the rules m ight perm it. T rad itional rules of evidence have 
been alm ost to ta lly  disregarded,83 and w itnesses have been perm itted  
to  give th e ir  testim ony in n arra tiv e  form , in response to questions by 
counsel, or both .

Group representatives or those otherwise entitled to cross-exam ine 
can begin to  p repare  for cross-exam ination as soon as the  statements 
of proposed testim ony  becom e available. A w ell-directed prehearing  
in terview  program  m ay tu rn  up additional soft spo ts in the  opposition, 
although interviews with opposing witnesses were specifically disapproved 
by the Presiding Officer in the vocational school proceeding.54

All participants, whether or not authorized to conduct cross-examina
tion, m ay prepare reb u tta l testim ony  (tho ug h  th ey  m ay be lim ited 
therein to the designated issues).55 T here  is no reason to believe th a t 
any  re levan t written  rebuttal will be rejected, but th e  lim its on the Com
mission’s discretion to receive material are being probed in the  food 
nu trition  advertising  proceeding. T he P resid in g  Officer w as asked 
to  expunge nearly  25,000 pages of testim ony taken  in F D A ’s vitamin- 
m ineral proceeding which had been th row n in to the  T R R  record by 
the  F T C  staff a t the very  conclusion of the hearing. V ociferous objec
tions w ere raised on the g round  th a t th is am ounted to  an entire  new 
record th a t w ould need to be com m ented upon by  industry . F T C ’s 
failure to  strike  the  F D A  tran sc rip t is now before the courts.56

T he allow ance of live rebuttal w itnesses is d iscretionary  w ith  the 
P resid ing  Officer. T o date, reb u tta l testim ony has been handled in

63 The Commission generally inclines
to let all testim ony in to  the record  and
to  apply trad itional ev identiary  s tan 
dards to its w eight ra th e r  than  to  its
adm issibility.

54 T he P resid ing  Officer admonished
parties against investigative contacts
w ith adverse w itnesses, and stated  th a t
he was prepared to question witnesses
on the  record about prehearing  contacts
by opposing counsel. T ranscrip t, at
p a g e  2 1 2

4072-77 (Dec. S, 1975). T his uncon
ventional approach reflects the general 
F T C  philosophy th a t  partic ipation in 
ru lem aking proceedings should be in
form al and unin tim idating  so as to  en
courage the broadest possible participa
tion by all affected persons.

55 16 CFIR § 1.13(d)(5).
68 A s s ’n o f  N a tio n a l A d v e r tis e r s , In c . 

v. F T C .  No. 76 Civ. 3277 (S. D. N. Y .).
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various w ays, depending on such factors as its im portance, the avail
ab ility  of tim e and the  advantage of an oral over a written presentation. 
Notice of any proposed rebu tta l w itnesses should be given as early  as 
possib le; scheduling m ight be requested  im m ediately subsequent to 
the  testim ony to be rebutted , a t the end of th a t day’s hearing, or at 
the end of the hearings.

C ross-exam ination by group represen ta tives (though  no t neces
sarily  o ther parties) will p robably  be perm itted  w ithou t the “justifica
tion” m entioned in the regu la tio ns.57 T he P resid ing  Officer is likely 
to perm it cross-exam ination by counsel— ra th e r th an  insist on con
ducting  cross-exam ination him self on behalf of a party— except in the 
case of w itnesses he anticipates will be particu larly  vu lnerab le to in 
tim idation  (for exam ple, s tuden t w itnesses appearing  a t the vocational 
school hearin g s).58 T im e constra in ts m ay be stressed by the Presiding 
Officer, how ever, w ith  the resu lt th a t judgm en ts m ay have to  be m ade 
on the relative im portance of various lines of attack. C ross-exam ina
tion and reb u tta l subm issions by group represen ta tives will probably 
no t be confined to  th e  designated issues59 (although, as noted, “inde
pen den t” parties m ay be trea ted  m ore stric tly ).

Post-Hearing Procedures
After the hearings, the P resid in g  Officer prepares a sum m ary of 

the  w ritten  and oral record, w ith factual findings and conclusions on 
the designated issues and such other issues as he sees fit to discuss.60

5716 C F R  § 1.13(d) (S) (i).
68 The F T C  apparently recognizes that 

it is generally  preferab le  for group 
represen ta tives to  conduct cross-exami
nation. The Presiding Officer, even if he 
has had questions subm itted by counsel 
in advance, is not as well equipped to 
ask follow-up questions and probe testi
mony in depth, and the conduct of cross- 
examination distracts him from his pri
mary functions of evaluating the testimony 
and presiding over the hearing. T he 
Presiding Officer can control cross-exami
nation adequately by lim iting its  time, 
scope, and manner.

59 T his is surely a sound policy in 
that it eliminates time-consuming bicker
ing over w hat issues are within the dis
puted issues, perm its the m axim um  
amount of evidence into the record (con
sistent with the full-and-open-record pol
icy), and reduces the risk  of reversal
TBR PROCEEDINGS

in the appellate courts. See IS U. S. C. 
§ 57a(e)'(3) (B ). M oreover, as indicated 
earlier, the selection of designated issues 
is by and large a rb itra ry  and provides 
an unsound base for procedural control 
of the hearing.

00 16 C FR  § 1.13(f). T he P resid ing 
Officer’s report need not include recom
m endations for the final Rule. I t  is 
unfortunate  th a t the P res id in g  Officer 
is not required to develop recom m en
dations, since he m ight be expected to 
do so with a m ore balanced pe rsp ec
tive than the prosecu ting  staff. H ow 
ever, the im partiality  of the P resid ing  
Officer himself is cast in doubt by the 
fact tha t he is a staff m em ber w ith in  
the F T C ’s B ureau of Consum er Protec
tion, the Bureau from  which is draw n 
the staff in support of the Rule, and 
that there are no prohibitions whatever 

(C o n tin u e d  on the n e x t  page.)
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A lthough  there  is no estab lished procedure for the partic ipan ts to sub
m it proposed findings and conclusions prio r to the  Presiding Officer’s 
report, there is no apparen t reason w hy such a procedure for assisting 
the P resid in g  Officer to  pu t the public record into som e order could 
no t be followed, especially if the  record is left open for a designated 
period at the  conclusion of the hearing.

The F T C  staff p rosecu ting  the  Rule m ust m ake its ow n analysis 
of the record as well as recom m endations for the form  of the final 
Rule, tak in g  into account the  P resid in g  Officer’s repo rt.61 T hat report 
is therefore m ade public first, followed by the sta ff’s analysis and 
recom m endations. T he public then  has 60 days to file w ritten  com
m ents on both item s.62 If m ajor Rule revisions have been proposed 
by the P resid in g  Officer, the  staff or the parties, fu rth e r hearings or 
opportun ities for com m ent p rio r to final Com m ission action m ay be 
appropriate .

F inally , the Com m ission review s the en tire  record and m ay issue, 
m odify or decline to  issue a Rule. A final T R R  m ust be accompanied 
by a S ta tem en t of Basis and P urpose which includes a s ta tem en t as 
to the  prevalence of the acts or p ractices trea ted  by the R ule and the 
ex ten t to w hich such acts or p ractices are unfair or deceptive. T he 
S ta tem en t m ust also evaluate the effect of th e  ru le  on sta te  and local 
laws, and the  econom ic effect of the  Rule, tak in g  into account the 
effect on sm all business and consum ers.63 In  a provision of mystifying 
import, the Magnuson-Moss Act specifically exempts the Statement of 
Basis and Purpose (as opposed to  the Rule itself) from judicial review.64
(F o o tn o te  60 co n tin u ed .)  
on e x  parte  communications between the 
staff in support of the Rule and the 
P resid ing Officer. (P rivate parties are 
also perm itted  e x  parte  contacts with 
the P resid ing  Officer, but these are not, 
as a practical m atter, likely to  have the 
same frequency or impact.) More prop
erly, the P resid ing Officer should be 
independent of the B ureau o,f Con
sumer P rotection , e.g., an Adm inistra
tive L aw  Judge, and insulated from any 
substantive e x  p arte  contacts. The Am eri
can B ar A ssociation’s Section of Ad
ministrative Law so recommended when 
the F T C ’s procedures for implementing

Magnuson-Moss were being formulated. 
E x  p arte  contacts with the Commission 
subsequent to the  issuance of the Ini
tial Notice, now permitted, should simi
larly be banned; such relief h as been 
requested in the vocational school pro
ceeding along with rem edies for sev
eral o ther alleged procedural inadequa
cies. Application of Ass'n of Independent 
Colleges and Schools for P rohib ition  
of Ex P a rte  Communications and Other 
Relief, Jan. 26, 1977.

81 16 C FR  § 1.13(g).
82 16 C F R  § 1.13(h).
6316 C F R  § 1.14(a).
84 IS U. S. C. § 57a(e) (5) (C ).
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W ith in  60 days of the p rom ulgation  of a  Rule, any  in terested  
person m ay seek review  in a federal court of appeals.65 T he rule is 
not, how ever, autom atically  stayed by the  appeal.66 T he ev iden tiary  
standard for appellate review is the familiar “ substantial evidence in the 
rulemaking record * * * taken as a whole * * *” (15 U. S'. C. § 57a(e) (3 ) ) .

Conclusion
Magnuson-Moss rulemaking proceedings tend to be long, complex 

and unw ieldy. D espite th e ir failings, however, such proceedings now 
appear to be the  wave of the  fu tu re  at the F T C  w here the food and 
d ru g  industries are involved. In  view  of the  profound im pact T R R s 
will henceforth  have on in du stry  practices, and th e  opportun ities 
th a t the  M agnuson-M oss procedures offer for public partic ipation  in 
fo rm u la ting  a final Rule, affected firms run  an unnecessary  business 
risk  in igno ring  the F T C  ru lem ak ing  process. T he difficulties and 
expense of partic ipa tin g  m ay be g reat, b u t the  adverse consequences 
of not p artic ipa tin g  m ay be even greater. [T h e  E n d ]

9615 U. S. C. § 5 7 a (e ) ( l ) (A ) .  Review 
of the evidentiary basis of th e  rule 
under the Administrative Procedure Act, 
outside th is special s ta tu to ry  proceed
ing, is n o t available. 15 U. S. C. § 57a- 
(e ) (5 )(C ) .

69 C f. 15 U. IS. C. § 57a(e) (3). T he 
Com m ission can look fo r suppo rting  
evidence outside the record  developed 
below, see 15 U. S. C. § 5 7 a (e ) ( l)  (B ), 
but any such additional evidence which 
the Com m ission considers m ust be in 
cluded in the record  on review in the

courts. C om pare 15 U. S. C. § 57a(e)- 
(1) (B) with § 57a(e) (3). I t  should be 
noted tha t any person to  whom  a final 
T R R  applies m ay petition  the Com 
m ission for an exem ption therefrom . 
15 U. S. C. § 5 7 a (g )(1). T h e  grounds 
for exemptions have not been articulated, 
but some guidance m ay be provided by 
pre-Magnuson-Moss case law. See, e.g., 
N a tio n a l P e tro le u m  R e fin e rs  A s s ’n v. 
F T C ,  482 F. 2d 672, 692 (D. C. Cir. 
1973), cert, d en ied , 415 U. S. 951 (1974).
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Submissions and Petitions Under 
the FDA’s Procedural Regulations

By MICHAEL P. PESKOE*

Mr. Peskoe Is Associate Chief Counsel for Drugs, Food and Drug 
Administration.

MY R E M A R K S  have been en titled  “Subm issions and P e titio n s .” 
W h a t I hope to do is to weave th ro ug h  S ub part A 1 of the  Food 
and  D rug  A d m in istra tio n’s (F D A ’s) adm inistra tive  regula tions to 

dem onstra te  how those regula tions relate  to the A gency’s tak ing  
of regu la to ry  action th ro ug h  the notice and com m ent provisions 
of Section 4 of the Administrative Procedure Act,2 and Section 701(a) of 
the  Food, D rug  and Cosm etic A ct.3 In  so doing, I plan to discuss 
a t least briefly m ost of the sections of S ub part A. O ther sections will 
be discussed by  those persons sharin g  the  podium . T ogether, hope
fully, we will p resen t an understandable  and m eaningful capsulated 
version of S u b p art A bo th  as an  in troduction  to  the S ub part and to  
provide som e guidance to those w ho m ay have to  deal m ore ex ten 
sively w ith  these  provisions in the  future.

Initiation of Administrative Proceedings
I w ould like to begin w ith  the in itia tion  of adm in istra tive  p ro 

ceedings as specified in Section 2.6.4 Briefly, th e  section provides for 
the  in itia tion  of adm inistra tive  action in th ree  ways. F irst, by  an 
in terested  person, who m ay petition  th e  Com m issioner to  issue, amend 
o r  revoke a regula tion  or order, or take or refrain  from  tak in g  any

* The opinions expressed in this article 
ere those of the author and not neces
sarily those of the Food and D rug  
A dm inistration.

1 S ubpart A was initially codified at 
21 C F R  §§2.1-2.25. O n M arch 22, 1977 
(42 F .R . 15223), as p a rt of a com plete 
recodification of Subchapter A of Food 
and D rug  A dm inistration  regulations,

FOOD DRUG

S ubpart A was reorganized and re 
codified at 21 C F R  P a rt 10. T he tex t 
of the speech as p resented  utilizes the 
old section num bers for convenience; 
new section numbers [all are 21 C FR] 
are indicated in the footnotes.

2 5 U. 'S. C. § 553.
3 21 U. S. C. § 371(a).
‘ N ow  § 10.25.
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o ther form  of adm inistra tive  action. Such action w ould norm ally en 
tail use of the citizen petition , requirem ents for w hich are set forth  in 
Section 2.7,5 and to which I will speak shortly . A p art from  the in itia 
tion of adm inistra tive  action by in terested  persons. Section 2.66 also 
provides for the  in itia tion  of adm in istra tive  action by the Com m is
sioner. This, in effect, is the w ay m ost of the  A gency’s inform al rule- 
m aking b e g in s ; th a t is, by an A gency-in itiated  proposed regulation  
th a t seeks e ither to take w holly new action, or seeks to am end or 
change an ex isting  regulation. An ad junct to the  A gency’s ow n in itia 
tion of adm inistra tive  action is the position expressed in Section 2.6
(b ) ,7 th a t the A gency expects th a t the in itia tion  of m atters  w ith in 
its ju risd ic tion  will be first b rou gh t to its a tten tion , p rio r to  any 
person seeking a judicial rem edy. T hus, the A gency will request a 
court to dism iss, or hold in abeyance, or refer to the  A gency, any 
issue which has no t previously been b ro u g h t to the A gency for 
resolution. T his should not be confused w ith the related  m atte r of 
th e  exhaustion  of adm in istra tive  rem edies, which is covered by Sec
tion  2.11,8 and w hich generally  re lates to  ob jections taken  to  ad
m in istra tive  action th a t has already been taken. H ere  we are dealing 
sim ply w ith  the A gency’s insistence th a t it first be requested  to  take 
action which it is authorized to take, before any person seeks to have 
a court require the A gency to take such action.

T he th ird  w ay in w hich A gency action m ay be in itia ted  is w hen
ever a court, ap a rt from  any request by the Agency, holds in abeyance 
o r refers a m atte r to the  A gency for decision. T he requirem ents govern
ing the  A gency’s response to a referral by a court are covered in 
Section 2.14.9 Briefly, they  au thorize the Com m issioner to either ac
cept or reject the  referra l and, if accepted, provide for th e  use of the 
various form s of adm inistra tive  proceedings to  resolve the m atter.

Citizen Petition
The m ethod by which in terested  persons officially request the 

A gency to take adm inistra tive  action is th ro ug h  the use of th e  citizen 
petition . The citizen petition  requirem ents are found in Section 2.7.10 
I w ould refer you particu larly  to the  requirem ents for form  and 
conten t which are set forth  in Section 2 .7 (b ).11 T hey  require a precise 
s ta tem en t of the grounds or basis for the request and in form ation on 
bo th  env ironm en tal and inflationary considerations, a lthough  the

6 N ow  § 10.30. 9 N ow  '§ 10.60.
8 Now § 10.25. 10 N ow  § 10.30.
7 N ow  § 10.25(b). 71 N ow  § 10.30(b).
8 Now § 10.45.
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la tte r  need no t be included unless specifically requested  by the 
A gency a fte r review  of the  petition.

F ollow ing  the A gency’s receip t of a citizen petition , the F D A ’s 
H earin g  Clerk files the  docum ent and provides it w ith  a D ocket 
N um ber. T he filing of a petition  or of any docum ent does no t au to 
m atically  m ean th a t the  A gency has determ ined th a t it m eets all of 
the applicable form  and con ten t requirem ents. T he H earin g  Clerk 
will file the  docum ent if it appears on its face to m eet applicable re 
quirem ents. H ow ever, if a la te r review  of the docum ent indicates th a t 
it is m aterially  deficient, th e  H earin g  Clerk is authorized under Sec
tion 2.512 (w hich deals w ith the subm ission of docum ents to  the 
H earin g  Clerk generally ) to re tu rn  the docum ent to the  petitioner, 
ind icating  w hy the docum ent is deficient. T he petitioner w ould then  
have the option of resu bm ittin g  the docum ent, hav ing modified it to 
conform  to the requirem ents.

O nce a petition  is filed by the H earin g  Clerk it is placed on public 
display in the  H earin g  C lerk’s Office. In te rested  persons are en 
titled  to  subm it com m ents on the petition . T hese com m ents will be 
considered by the Com m issioner in deciding w hether to  g ran t or 
deny the petition . F o llow ing the  subm ission of a petition  by an 
in terested  person, th e  petitioner m ay supplem ent, am end or w ithdraw  
his petition . Once the petition  has been ruled upon or referred  for a 
hearing, how ever, a petition  m ay only be w ithdraw n by  the  perm is
sion of the  Com m issioner, and the  regula tions provide th a t in g ran tin g  
such a w ithdraw al the  Com m issioner m ay m ake the g ran t w ith p re j
udice against a resubmission of the petition. T hese requirem ents are 
found in Section 2 .7 (g ).13

Form Requirements
During the rulemaking proceeding establishing Subpart A, several 

com m ents ob jected th a t the form  requirem ents for citizen petitions 
were too rigid. T he Agency rejected these argum ents. In  its view, the 
form  and con ten t requirem ents for citizen petitions are necessary to 
provide th e  A gency w ith  a m inim um  of inform ation on which to 
proceed further. A nd the requirem ents are no t nearly  so onerous- 
as the com plainants m ight have one believe. In  essence, w hat they  
require is som e fam iliarity  by th e  petitioner w ith  the na tu re  and 
background of his request. In  acting  on petitions th e  A gency expends 
sub stan tia l resources, and in o rder to  do th a t effectively it m ust have

12 Now § 10.20. 13 Now  § 10.30(g).
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a t least a cogent expression from  the in terested  p arty  as to  w hat 
type of action is being requested.

A substan tia l w ay in which the  final regulations differ from  those 
proposed is found in Section 2 .7 (e ),14 w here the final regulations 
require th e  A gency to respond to  every citizen petition  w ith in 180 
days. T h a t response can e ither be an approval of the petition , which 
could resu lt in the publication  of a Federal Register notice proposing 
to take certain  action, a denial of the  petition , which w ould usually  
be in the  form  of a le tte r to  the  petitioner, or a ten ta tive  response, 
which w ould indicate w hy the A gency has been unable to reach a 
final decision on the  m erits of the petition. A ten ta tive  response 
m ay also include the antic ipated  A gency response to the  petition , 
and w hen th a t response m ay likely be furnished. T he proposed order 
had not obligated the A gency to  respond to petitions w ith in  a speci
fied tim e period. H ow ever, in ligh t of criticism  th a t th e  A gency was 
overlooking petitions, we decided in these final regu la tions to obli
gate  the A gency to respond to petitions, a t least ten tatively , w ith in  a 
180-day period. It is hoped th a t th is  provision and the  A gency’s ad 
herence to it will prom ote public confidence in the  A gency’s ability  
to  deal w ith  requests from  the public.

Appealing Affirmative Agency Action
F ollow ing the C om m issioner’s decision on a petition , if it is con

tra ry  to the  w ishes of the petitioner, he m ay ask for reconsideration 
of the decision, u tiliz ing  the provisions of Section 2.8,15 or request 
a stay  of the C om m issioner’s decision under Section 2.9.16 W hile 
these rem edies are also available in appealing  affirm ative A gency ac
tion it should be stressed th a t they  are also available w ith respect to 
the C om m issioner’s decision to deny a petition.

Now  I w ould like to tu rn  to the proceeding and decision which 
follow the A gency’s in itia tion  of action. T hese requirem ents are found 
in Section 2.10,17 which is entitled, “ P rom ulgation  of R egulations for 
the  Efficient E nforcem ent of the L aw .” T he section is essentially  a 
step-by-step  descrip tion of th e  way A gency regulations are p rom ul
gated  under inform al ru lem aking procedures. To begin w ith, under 
Section 2 .10(b),18 m ost action will be in itia ted  in the form  of a notice 
of proposed ru lem ak ing  th a t is published in the Federal Register. The 
no tice is required to contain a general s ta tem en t th a t describes the

14 Now § 10.30(e). 17 N ow  §10.40.
15 Now  §10.33. 18 N ow  § 10.40(b).
1B N ow  § 10.35.
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substance of the docum ent in easily understandable  term s, a p re
am ble th a t sum m arizes the proposal and the  facts and policy th a t 
underlie it, references to data and inform ation on which the Com m is
sioner relies, the au th o rity  under w hich the regulation  is proposed, 
and, usually , the te rm s of the proposed regulation. T he proposal will 
also contain a ten ta tive  effective date and a reference to  the need 
for an env ironm ental im pact sta tem ent. I t  will fu rth er specify the  
time, place and m ethod for in terested  persons to subm it com m ents.

R equirem ents for the subm ission of com m ents, as well as for 
o ther subm issions, are found in Section 2.519 of the regulations. T his 
section sets forth  the form, con ten t and public availab ility  of sub
m issions to  the H earin g  Clerk. Form  requirem ents for specific types 
of subm issions are also specified in o ther sections of the regulations 
( th a t is, Section 2.820 for petitions for reconsideration). Section 2.521 
specifies th a t subm issions to the H earin g  Clerk shall be filed in four 
copies, which is a change from the previous five, and th a t a subm is
sion m ust be signed by the person who m akes the subm ission or by 
an a tto rney  or o ther authorized person. Section 2.522 also requires 
th a t any data or inform ation upon which the com m ent relies be in
cluded w ith the subm ission, unless the sam e inform ation has already 
been incorporated into the sam e file or if the  reference or source is 
one of four specifically described types of m ateria l.23

Section 2.S24 fu rth e r contains o ther general requ irem ents govern
ing all subm issions to the H earin g  Clerk. E xam ples are th a t subm is
sions contain ing m aterial th a t is in a foreign language be accom panied 
by an E nglish transla tion , th a t irre levan t m atte r th a t is readily 
excisable be excised, th a t m atters  dealing w ith  the personal privacy 
of sub jects be om itted , and th a t defam atory , scurrilous or in tem perate  
m aterial be deleted. A gain, failure to conform  to the requirem ents is 
grounds for rejection of the subm ission by the H earin g  Clerk.

T he H earin g  Clerk is the  custodian of publicly available A gency 
docum ents. T hus, all m aterial th a t is subm itted  to the H earin g  Clerk 
will be placed in files in the H earin g  C lerk’s Office and will be avail-

Agency Documents

23 The four are a reported Federal
court case, a Federal law or regula
tion, a Food and D rug  A dm inistration

18 N ow  § 10.20.
20 N ow  § 10.33.
21 N ow  § 10.20.
22 Id.23 Tl,0 fn„r

docum ent tha t is routinely  and public
ly available, and material from a recog
nized medical or scientific tex tbook 
tha t is readily available to  the agency. 
See § 10.20(c)(1).

L’* Now § 10.20.
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able to any  m em ber of the in terested  public upon his or her request. 
T he H earin g  Clerk is not equipped to respond to requests for con
fidentiality. T hus, it should be clearly  understood th a t the filing of 
m aterial w ith  the  H earin g  Clerk will, in v irtua lly  all circum stances, 
resu lt in th a t m ateria l being  publicly  available.

F ollow ing the  subm ission of com m ents, Section 2 .10(c)25 p ro 
vides for the  A gency to  review  the record in the proceeding to a ttem p t 
to  come to  a decision on the  m erits.26 A fter th e  tim e for com m ent on 
a proposed regulation  has expired, the Com m issioner will review  the 
en tire  adm inistra tive  record on the  m atte r and will e ither te rm inate  
the proceeding, issue a new proposal, or promulgate a final regu lation  
by  notice published in the  Federal Register. T he Com m issioner’s de
cision is required  to be based solely on the adm inistra tive  record.

Section 2.1027 also specifies the requirem ents for final regu la
tions, w hich are published in the  Federal Register. I t  requires each 
final regu lation  to contain references to  p rio r notices th a t re la te  to  
the  sam e m atter, a general s ta tem en t describ ing the  substance of 
the docum ent, and a summary of each type of com m ent subm itted  on 
the  proposal and the  C om m issioner’s response. In short, the pream ble 
is required to contain a thorough  and com prehensive articu la tion  of 
the  basis of the C om m issioner’s decision. E ach notice will also 
specify an effective date w hich generally  cannot be less than  30 
days a fte r the date of publication.

T he regu lations require an op po rtun ity  for public com m ent for 
m ost types of A gency regulations. E xceptions, which are listed  in 
Section 2 .10(e),28 are narrow ly  draw n. And, w hile the Commissioner 
m ay determ ine for good cause th a t notice and public procedure are 
im practicable, unnecessary, or con trary  to the public in terest, the 
regula tions require th a t w hen he does so the  final regu lation  shall 
then  provide an op po rtun ity  for the  subm ission of com m ents.

Procedural Regulations
The procedural regulations also provide additional procedures th a t 

the Com m issioner m ay use in the  prom ulgation  of proposed and final
25 N ow  § 10.40(c).
29 T he regulations ¡provide tha t the 

num ber of com m ents will not ord i
narily be a factor regarding the agency’s
disposition of a particular matter. A t the
same time, the fact that large number of 
com m ents are subm itted m ay be taken

into  consideration w here the degree of 
public in terest in a  pa rticu lar proceed
ing is a legitim ate factor to be con
sidered. See § 10.40(c)(1).

27 N ow  § 10.40.
28 Now § 10.40(e).
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regulations. T hese procedures are set forth  in Section 2.10(f).29 They 
include, briefly, conferences and m eetings, o ther form s of hearings 
w hich are specifically provided for in the  regulations, notice in the 
Federal Register, and draft and ten ta tive  Federal Register documents.

T he release of d raft ten ta tive  and final regu la tions is governed 
by Section 2.1830 which provides, essentially , th a t  d rafts  of Federal 
Register documents may be made available publicly if m ade available to  
all m em bers of the public. M oreover, th is  section requires a notice 
of availab ility  to be published in the  Federal Register when such a  draft 
is to be m ade available.

As noted, the regula tions provide for the  use of ten ta tive  Federal 
Register documents. These are placed on public display in the  Office 
of th e  H earin g  Clerk and m ay or m ay not be published in the  Federal 
Register. W hen  placed on display, a ten ta tive  regulation  will be 
sub ject to  a notice of availab ility  in the Federal Register.

S ub part A also contains provisions regard in g  form al rulemaking 
and adjud ications. W hile such requirem ents are found prim arily  in 
o ther subparts  of the procedural regulations, Section 2.1231 authorizes 
form al ev iden tiary  public hearings for the prom ulgation  of regulations 
and for adjudications. Section 2.1332 of the regulations contains re
qu irem ents regard ing  the  separation  of functions in the  A gency in the  
conduct of such hearings, and also sets forth  restric tions on ex parte  
com m unications. W ith  respect to  the la tter, th is section incorporates 
those provisions of the recently  enacted G overnm ent in the  Sunshine 
A ct33 as they apply to F D A  hearings. T he requirem ents for separation 
of functions are divided into tw o parts , the  first dealing w ith hearings 
chat are in tended for the issuance of rules under the m ore form al rule- 
m aking procedures of the  A dm inistra tive P rocedure A ct (A P A ) and> 
che second w ith  hearings th a t are in tended to serve as adjudication .

Administrative Record
S ubpart A also contains requirem ents by w hich FD A  decisions 

can be appealed w ith in  th e  Agency. A basic ten e t of the regulations 
is th a t  th e  review  of A gency action is lim ited to the adm inistra tive  
record, which includes all of the m aterial which the  A gency receives 
from  in terested  persons, and, all of th e  m aterial which it generates 
du ring  the  ru lem aking  proceeding. T he regulations specify th e  record 
for each particu la r type of adm inistra tive  action. T hus, th e  record of * 80 81

23 N ow  § 10.40(f). 83 Now  § 10.55.
80 N ow  § 10.80. 88 P. L. 90-409 (Septem ber 13, 1976).
81 N ow  § 10.50.
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a  citizen petition  is codified a t Section 2.7(i) ,34 the record of any 
adm in istra tive  reconsideration  of action is codified at Section 2 .8 (k ),3r> 
the record of an adm in istra tive  stay  of action is codified at Section 
2 .9 (h ),36 and the record for a regulation  prom ulgated  p u rsu an t to  
Section 2.1037 is codified at Section 2 .10(g).38 T hese requirem ents are 
sub stan tia lly  sim ilar and, in sum m ary, a ttem p t to list all documents 
which the  A gency receives from  outside parties and all docum ents 
w hich are generated  in ternally  to support th e  C om m issioner’s action. 
T hey  include such th ings as the  petition  if one w ere filed, th e  notice 
of proposed rulemaking if one were prepared and published, all comments 
th a t are received, any final regulation , and tran scrip ts  or m inutes of 
m eetings held by the  A gency regard in g  the m atter.

Agency appeal is essentially limited to reconsideration under Section 
2.8,39 and the g ran tin g  of a s tay  pu rsu an t to  Section 2.9.40 The regula
tions lim it reconsideration  only to  those m atte rs  arising  under Section
2.6 ;41 th a t is, w here the m a tte r resu lts  from  a petition  from  an in
te rested  person. R econsideration is in tended to perm it th e  Com m is
sioner to reevaluate a decision, bu t solely on the  record of the original 
action and no t on new  inform ation. R econsideration m ay be obtained 
follow ing the form al subm ission of a petition for reconsideration. 
Such a petition must be submitted within 30 days after the date of the de
cision for which reconsideration is requested. The regulations obligate the 
A gency to p rom ptly  review  a request for a reconsideration  and to 
either g ran t or deny the  petition  in w riting . If reconsideration  is 
granted, the regulations provide for publication  of the decision in the 
Federal Register if the Commissioner’s orig inal decision was published 
in th e  Federal Register. Optionally, any other determ ination  to g ran t or 
deny reconsideration  m ay also be published in the Federal Register.

Administrative Stay of Action
Section 2.942 of the  regula tions provide for the seeking of an 

adm in istra tive  s tay  of action. H ere, again, the requirem ents for the  
filing of a stay  include the filing of a form al petition  w ith in  30 days 
after the day of the  decision involved. I w ould note th a t neither the 
filing of a petition  for reconsideration, nor for a stay , will au tom atical
ly s tay  a regulation  th a t has been issued. M oreover, while th e  Com 
m issioner is ob ligated  to prom ptly  review  a petition for stay , the

84 N ow  § 10.30(i).
85 N ow  § 10.33 ( k ) .
88 N ow  § 10.35(h).
87 N ow  § 10.40.
58 N ow  § 10.40(g).

88 Now § 10.33.
10 Now § 10.35.
41 Now § 10.25(a).
42 Now' § 10.35.
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regu la tions provide for him to oppose, as a failure to exhaust ad
m in istra tive  rem edies, a request to a court to  stay  Agency action 
if th a t request has no t been m ade previously to the  A gency. T he 
requirem ents for publication of the C om m issioner’s decision on the 
s tay  of action are essentially  sim ilar to those applicable to  his decision 
on reconsideration.

C ourt review  of Agency decisions is codified in Section 2.11.* 43 Of 
course, in o rder to ob tain  court review, the action com plained of m ust 
be final A gency action, and the com plainant m ust have exhausted  his 
adm inistra tive  remedies. Section 2.11 a ttem p ts to explain w hat the 
FD A  views as final Agency action. I t  s ta tes  specifically th a t the 
C om m issioner’s final decision on a citizen petition  subm itted  pursuant 
to Section 2.6.44 on a petition  for reconsideration  subm itted  p u rsu an t 
to Section 2.8,45 on a petition  for a stay  of action subm itted  pu rsu an t 
to Section 2.9.40 on any advisory opinion issued p u rsu an t to Section 
2.19,47 on any guideline issued pu rsu an t to Section 2.20,48 and on the 
issuance of anv final regu lation  published in accordance w ith Section 
2.104n are all final A gency action entitled  to review in the courts. 
M oreover, the A gency 's position is th a t it will not in terpose stand ing  
ob jections in cases seeking relief from A gency action. I t does consider 
any person to be sufficiently interested in Agency activities to challenge 
them  in court. It will, however, under Section 2 .11(g),30 request th a t 
all petitions for judicial review  on the sam e m atte r be filed in a single 
U nited  S tates D istric t Court, and, if petitions are filed in m ore than  
one ju risd iction , the  Com m issioner will request consolidation or dis
m issal to p reven t a m ultip licity  of suits.

Promulgation of Agency Regulations
T his essentially  concludes m y discussion on the prom ulgation  of 

Agency regulations under the first subpart of the Agency’s procedural 
regulations. 1 would like to refer briefly to  o ther m atte rs  th a t S ubpart 
A incorporates, bu t which do not deal directly  w ith the prom ulgation  
of regulations. F irst. I would like to at least m ention Section 2.16,51 
which specifies requirem ents for the docum entation  of significant deci
sions in the  A gency 's adm inistra tive  files. T his section essentially  
requires A gency em ployees to retain  those docum ents which deal

13 N ow  § 10.45. 
“  N ow  § 10.25.
43 Now § 10.33.
4,1 N ow  § 10.35.
17 Now § 10.85.

45 Now § 10.90.
48 Now § 10.40. 
so Now § 10.45(g). 
51 N ow  § 10.70.
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w ith the m aking of an A gency decision so th a t the  A gency lias a 
com plete record of the  m anner in w hich th e  decision was made. T his 
file, however, should not be confused w ith  the A gency record of the 
decision, which is th a t m aterial which is publicly available, placed in 
the H earin g  C lerk’s Office, and to which the  A gency will rely should 
its action be challenged.

A second requirem ent to be noted is th a t of Section 2.17,32 which 
specifies procedures by w hich persons m ay obtain review  of decisions 
of A gency em ployees. T he section provides for such a review  a t the 
request of the employee, at the initiative of the supervisor, at the request 
of any  in terested  person ou tside the A gency and as required by duly 
prom ulgated  delegations of au tho rity .

Representation by an Association
Finally , I w ould like to discuss the  requirem ents of Section 2.23,33 

involving represen ta tion  by an association. As proposed, th a t section 
w ould have considered all m em bers of an association to be bound by 
represen ta tions m ade by the association in ru lem aking  m atters, except 
if the  m em ber expressly excluded him self from  the association position. 
No o ther section of the proposed regulation  generated  the am ount of 
com m ent as did Section 2.23. M ost of the com m ents urged th a t the 
requirem en t w as im practicable in th a t associations could not w ith in 
the tim e lim its generally  im posed, and w ith  existing  resources, poll 
th e ir  individual m em bers in o rder to obtain their views. On th e  basis 
of th is and o ther com m ents the  final regu lation  no longer dem ands 
th a t  individual association m em bers be bound by the sta tem en ts of 
associations. T h is will probably  have its m ost substan tia l im pact in 
th e  inform al ru lem aking  provisions th a t are contained in Subpart A. 
N onetheless, as finalized. Section 2.23 requests associations to subm it 
m em bership lists to  the A gency, and does m aintain , w ith respect to 
the court proceedings, th a t the C om m issioner will take appropriate  
legal m easures to  have cases b rou gh t or considered as class actions 
or otherwise binding upon members of organizations except those members 
th a t are specifically excluded. In addition, regardless of w hether such 
a case is b rou gh t or considered as a class action, the A gency will view 
and a ttem p t to  persuade a court th a t the sam e issues have already 
been litiga ted  in a subsequent su it involving the  same issues.

[The End] 53
53 N ow  § 10.75. 33 Now § 10.105.
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Meetings and Correspondence, 
Including FOI Considerations

By STUART M. PAPE*

Mr. Pape Is Associate Chief Counsel for Foods, Food and Drug 
Administration.

MY T A S K  is to sum m arize the  relationsh ip betw een the Food and 
Drug Adm inistration’s (F D A ’s) public inform ation regulations 

and its new procedural regulations. T hose tw o sets of regu la tions— 
which account for over 200 pages in the Federal Register—cannot, quite 
obviously, be sum m arized in 20 m inutes. Aside from the  sheer volume, 
there are far too m any in trica te  and arcane provisions to perm it a 
sum m ary to  be m ade at the ra te  of 10 Federal Register pages per minute.

A t the ou tse t let me say a few w ords generally  about the public 
in form ation regulations. T hose regulations— published in the  Federal 
Register of D ecem ber 24, 19741 and a second final order m aking es
sentially  m inor am endm ents to the regulations published on Janu ary  
14, 19772— provide for disclosure of approxim ately  90 percent of the 
records in the FD A  files. Although the volume of Freedom of Information 
Act (F O I) requests to the FD A 3— we anticipate over 25,000 this year—has 
imposed a substantial burden on Agency resources, we are managing well 
under the increased public scrutiny that is made possible by the  ready 
access to A gency records. In  m y opinion, there is no prospect th a t 
the A gency will tu rn  back from  its openness policy; if any th ing  we

* The opinions expressed in this article 
are those of the author and not neces
sarily those of the Food and D rug  
A dm inistration.

1 39 F. R. 44602.
2 42 F. R. 3094.
3 D uring  fiscal year 1975, FD A  re

ceived approxim ately 5,306 requests; 
in fiscal year 1976, the num ber bal
looned to  nearly  20,000. T his trend  
continues unabated today. A pproxi

m ately 84 percent of the requests re 
ceived by F D A  are from industry  (or 
F O I service com panies acting  on their 
behalf) and private atto rneys. T he r e 
m aining 14 percent come from  the 
general public, consum ers, the press, 
health professionals, and scientists— 
the groups for whose benefit the F ree
dom of Inform ation Act was osten 
sibly enacted.
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will be a ttem p tin g  to  expand the  categories of records available to  
the public beyond those cu rren tly  disclosed.

Set upon this framework of widespread access to Agency records 
are the procedural regulations. C ertain sections of the regula tions 
require the preparation of records which may or may not be available 
to the public; provide for the submission of records to the Hearing Clerk 
by private persons and the FDA, records which are ordinarily available to 
the public, bu t which, under lim ited circum stances, m ay be held in 
confidence; and estab lish  a m echanism  for a lerting  the  public to th e  
existence of m eetings about which m inutes are alm ost alw ays m ade 
and usually  disclosable.

T he relationsh ip  betw een the tw o sets of regulations is a p p a re n t: 
the  procedural regu la tions give rise to the ob ligation  to create or col
lect re c o rd s ; th e  public in form ation regu lations determ ine w hether 
the  records are available to the public. T hey  alm ost alw ays are.

Procedural Regulations
The first specific provision of the  procedural regu lations th a t I 

would like to discuss is Section 2.5,4 which, among other things, governs 
the submission of material to the Hearing Clerk, and in part, the public 
availability of material so submitted. Section 2.5, as proposed,5 contained 
one of the m ore controversal aspects of the regulations, th e  so-called 
“ look-but-don’t-copy-ru le”, w hich w ould have applied in eviden tiary  
hearings in which confidential m aterial, such as the full reports  of 
safe ty  and effectiveness data  for new drug, were involved. T he “look- 
bu t-don 't-copy-ru le” has been abandoned in the  final regulations, bu t 
let me delay, briefly, the discussion of th a t aspect of Section 2.5, and 
instead focus on the aspects of Section 2.5 that have broader applicability.

T he general rule established in Section 2 5 ( j ) ( l )  can be sim ply 
s ta ted : all m aterial subm itted  to the H earin g  Clerk— petitions, com 
m ents. objections and requests for hearing, m aterial subm itted  a t a 
form al eviden tiary  hearing  or a lte rn a tiv e  form  of hearing, and m a
terial placed on public display by the FD A — is available to the  pu b 
lic under the  public in form ation regulations. T his rule o rdinarily  
p resen ts no p ro b lem s; m ost persons fully expect th a t such m aterial 
will be accessible to the  public.

* O n T uesday, M arch 22, 1977 FD A  
recodified the procedural regulations 
(42 F. R. 15553). T his recodification, 
the last in a series of recodifications of 
F D A  regula tions over the past few 
years, m eans th a t the tex tual citations

to the regulations are outdated . T he 
new section num bers are provided in 
footnotes. Section 2.5 is now  Section 
10.20.

5 See 40 F. R. 40682.
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W h at, how ever, about the situation  in which som eone desires to 
subm it confidential inform ation, or m ore precisely, allegedly confiden
tial inform ation, to the H earin g  C lerk? W ill sim ply m ark ing  it con
fidential suffice? No—how ever marked, submission of any document 
to  the  H earin g  Clerk m ay be one of the quickest w ays for confidential 
m aterial to lose its status.

U nder Section 2 .5 (c )(6 ), the H earin g  Clerk will not m ake de
cisions regard ing  th e  confidentiality  of subm itted  docum ents. I t  is 
assum ed ordinarily , th a t m aterial subm itted  to the H earin g  Clerk is 
in tended to be and should in fact be available to the public. Confi
dential docum ents subm itted  to the H earin g  Clerk m ay, and fre
quently are, filed along w ith every th ing  else and subsequently  disclosed 
to  the public.

Confidential Documents
Does th is m ean th a t confidential docum ents cannot be subm itted  

to th e  FD A  w ithou t losing th e ir  confidential s ta tu s?  No, and here 
the public in form ation regulations come into play. Section 4.44 of 
those regula tions (21 C F R  section 4.44), establishes a procedure— 
com m only know n as “presubm ission rev iew ”— to obtain a determ ina
tion from the FD A  concerning the status of the documents under the 
F O I before those docum ents becom e part of the F D A  files. Section 
4.446 perm its the w ithdraw al of the docum ents if the FD A  determ ines 
th a t they  are no t entitled  to  confidentiality. A few w ords of caution, 
however. P resubm ission review  is available only if (1) the docum ents 
in question are no t required  to  be subm itted  in com pliance w ith the 
A ct or the F D A ’s regulations, and (2) their s ta tu s  under F O I is not 
already determ ined in the  public inform ation regu la tions.7

In  short, v irtua lly  every th ing  in the H earin g  C lerk’s office is 
accessible to the public— except for certain  m aterial th a t, under the 
proposed procedural regulations, w ould have been sub ject to the 
“look-but-don’t-copy-ru le.” T his m ateria l— docum ents proh ib ited  from 
public disclosure as a clearly u n w arran ted  invasion of personal p ri
vacy (Section 4.63 of the public in form ation reg u la tio n s)8 and the 
follow ing types of docum ents subm itted  w ith  objections and requests

6 Now Section 20.44.
7 Presubm ission review under Sec

tion 4.44 is not an opportunity  to ob
tain an “exem ption” or other special 
treatm ent under the public information
regulations. Rather, it is a mechanism 
to obtain an opinion from F D A  about

the s ta tus of voluntarily  subm itted in
form ation when the regulations are 
silent on the question. O rdinarily  the 
regulations or pream ble do indeed dis
cuss the status of the inform ation under 
the Freedom  of Inform ation Act.

8 N ow  Section 20.63.
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for hearing, 
of hearin g :

( 1)
(2)
( 3 )
(4)
(5)

or a t a form al ev iden tiary  hearing  or a lternative  form

Safety and effectiveness data  and in form ation ;
A protocol for a te s t o r  stu dy  ;
P roduction  sales o r d istribu tion  data  ;
Q u an tita tive  and  sem i-quan tita tive  form ulas ; and 
Data and information on design or construction of products

are not placed on public display  in the  H earin g  C lerk’s office unless, 
of course, th ey  are available to  the  public under the  public in for
m ation regulations, because, for exam ple, they  have previously  been 
disclosed to  the  public.9

M aterial of the  so rt I ju s t identified should, w hen subm itted  to 
the FD A , be segregated  by  th e  person su b m ittin g  it from  o ther m a
teria l and clearly  identified as sub ject to  Section 2.5 ( j ) (2) ( i ) . In  ac
cordance w ith  Section 2 .5 ( j) ( 2 ) (ii), persons who do no t agree th a t 
a subm ission is sub ject to Section 2.5( j ) (2) (i) m ay request a ru ling  
from  the  A ssistan t Com m issioner for Public A ffairs on th e  issue, and 
in accordance w ith  Section 4.46 of th e  public in form ation regulations 
(21 C F R  Section 4.46)10 m ay seek judicial review  of th a t decision.

T he m aterial listed in Section 2 .5(j) (2) (i) (a) and (b )— th a t is, 
safe ty  and effectiveness data  and in form ation and protocols— m ay be 
disclosed to, for exam ple, the parties in a hearing, under a pro tective  
order, in camera, and only to  the ex ten t necessary for the p rop er con
duct of the  hearing. T he protective o rder will s ta te  w hich persons 
(parties  o r partic ipan ts, o r on ly  counsel) m ay view the data, and 
o ther conditions necessary to ensu re  th a t  the  confidentiality of the  
da ta  is m aintained.

Y ou will note th a t Section 2 .5 ( j) ( c )  does not provide for public 
d isclosure of the  full reports  of safety and effectiveness data. T his 
does no t m ean, however, th a t the public generally  has no access 
to  any in form ation perta in in g  to  safe ty  and effectiveness of new  
d rug s and new  anim al drugs. U n der the  F D A  regulations, 21 C FR  
Sections 314.14 and 514.11, detailed sum m aries of the  safe ty  and ef
fectiveness data are available to the public as soon as a drug is approved.

9 An F D A  record  th a t contains ex
em pt m aterial is available to  the pub
lic to  the ex tent th a t the  data and in
form ation have been previously dis
closed to  any m em ber of the public

in a lawful m anner. See Section 4.81 
of the public inform ation regulations, 
21 C F R  Section 4.81 (now  Section 
20.81).

19 N ow  Section 20.46.
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Disclosure Rule
T he  disclosure rule for docum ents subm itted  in a hearing is 

designed to balance th e  objective of enhancing the u tility  and fa ir
ness of public hearings by m aking the  relevan t inform ation available 
to the public against the  com peting constra in ts im posed by various 
s ta tu to ry  provisions, no tab ly  21 U. S. C. 331 (j) and 18 U. S. C. 1905.

E nough said about Section 2.5(j ) (2 )— the controversy  su rro un d
ing it far exceeds the  frequency in w hich the  provision will come 
into play. T w o sections of th e  procedural regu la tions— Section 2.15 
and Section 2.22,11 perta in in g  to  m eetings and correspondence and the 
public calendar, respectively— have m uch g rea ter im pact on the day- 
to -day activities of A gency personnel and private  persons.

Section 2.15 recognizes tw o types of m eetings, those requested 
by p rivate persons and those in itia ted  by the FD A , and provides 
slightly  different rules for each. A m eeting  in th is context includes 
any oral discussion, whether in person or by telephone (21 C FR  Section 
2.3(A ) (2 4 )) .12

Section 2.15(d) acknow ledges the  righ t of p rivate  persons to re 
quest and ob tain  a private  m eeting  w ith  the FD A  to discuss any 
m atte r of in terest. N either the F D A  nor any o ther person m ay, ac
cording to Section 2 .15 (d )(1 ), require the a ttendance at such a m eet
ing  of any person who is not an em ployee of the E xecutive Branch 
of the F ederal G overnm ent. Of course, by m utual agreem ent, any 
person can a ttend  such a m eeting. Section 2 .15(d)(2 ) provides th a t 
the FD A , and no t th e  person requesting  the m eeting, will determ ine 
which A gency em ployees shall attend . T he person requesting  the 
m eeting  m ay request, b u t no t require or preclude the a ttendance of 
any specific F D A  em ployee. F inally , any person who w ishes to  a t
tend  a m eeting, b u t who under Section 2.15(d) is no t perm itted  to, 
or cannot because the  "m eeting” is a telephone call, m ay seek and 
obtain a separate  m eeting  to discuss the sam e or any o ther m a tte r 
(Section 2.15(d) (4 )).

The ground rules for m eetings in itiated  by the  FD A  are a bit 
different. A m eeting  in itia ted  by the  F D A  which involves a sm all 
num ber of persons— one o r tw o m anufacturers, or a trade association 
— m ay be a private  m eeting. An FD A -in itia ted  m eeting  involving a 
large num ber of persons— 10 m anufactu rers— is an open m eeting con
ducted in accordance w ith  Section 2.15(b). T he “num ber of persons” 
criteria  is not, as som e have assum ed, a hard  and fast rule. R ather

11 Now Sections 10.65 and 10.100. 12 Now Section 10.3(A) (24).
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it is a readily usable “ru le-of-thum b” for determ in ing  w hen an FD A - 
in itia ted  m eeting  should be open to the public. I t  should also be 
noted th a t the  “num ber of person s” rule-of-thum b m ay be used by the 
C om m issioner in deciding w hether o ther m eetings, including those 
requested  by p rivate persons, should be open to avoid the implication 
of undue influence on an A gency decision or to o therw ise fu rther 
the purposes of the  Act.

Section 2.15(c) now  requires— and, th is has been A gency practice 
by informal rule for several years— th a t all m eetings, including tele
phone conversations w ith any person ou tside the D ep artm en t of 
H ealth , E ducation , and W elfare, including any person in the execu
tive or legislative branches of the  federal governm ent re la tin g  to a 
pending  court case, adm in istra tive  hearing, or other regulatory m atter 
to  which the  FD A  is a party , m ust, unless th e  substance of the 
conversation involves no th ing  m ore th an  a brief descrip tion of the 
m atter, be sum m arized in a w ritten  m em orandum  which is then  filed 
in the appropriate administrative file or files. (Section 2 .15(c).)

The regulations also provide for th e  receipt by the F D A  of w rit
ten  sum m aries of m eetings prepared by any  person who a tten d s a 
m eeting. T hose sum m aries will be included in the sam e adm inistra tive  
file as the m em orandum  prepared by  the FD A .

Public Information Regulations
A t th is point, the public inform ation regulations come into play. 

Section 4.104 (21 C F R  4.104)13 provides generally  th a t all w ritten  
sum m aries are available to the  public. T his general rule is lim ited 
by  th e  application of the  s ta tu to ry  exem ptions in the  F O I, 5 U. S. C. 
Section 552. T hus, for exam ple, a m eeting  betw een a pharm aceutical 
m anufactu rer and the  F D A  concerning a pending new d rug  application 
(N D A ), the existence of which has not been previously disclosed or 
acknowledged, would be summarized in a written memorandum that would 
be filed in the  N D A  file. The memorandum would not, however, be avail
able to the public under Section 314.14 of the new d rug  regulations 
un til the  drug  is approved. After approval, the memoranda of oral dis
cussions in an NDA file are available to the public (21 C FR  Section 
314 .14(e)(7)).

In  the  event th a t a sum m ary of a m eeting  prepared by a private  
person has been subm itted  to the  FD A , it too will be released in 
response to  an F O I request.

13 N ow  Section 20.104.
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The public information regulations also provide that all correspondence 
to and from members of the public is available to the public on request, 
sub ject again to any overrid ing  exem ption, for exam ple, th e  corres
pondence relates to a pending N D A  (21 C F R  Section 4.103).14

T he requirem ent th a t m em oranda of m eetings and correspondence 
be disclosed to the public plays an important role in maintaining public 
credibility  in the FD A  and in perm ittin g  public scru tiny  of and 
partic ipation  in the  F D A  regu la to ry  activities. W hen Sections 4.103 
and 4.104 w ere issued in D ecem ber 24, 1974, th ere  w ere dire p re 
dictions by som e th a t the flow of in form ation to  the FD A  and com 
m unication w ith  com panies sub ject to the  FD A  ju risdiction  would 
v irtu a lly  dry up. In m y opinion, th is prediction has no t come t r u e ; I 
see no decrease in the  num ber or type of con tacts betw een th e  FD A  
and private persons. T his is not to say th a t some persons are not 
m ore cautious in te lling  the FD A  som ething, or th a t some persons 
do no t m ake the first order of business in a m eeting  an inqu iry  into 
w hether a m em orandum  will be m ade and if so, how detailed will it be.

A few observations, how ever: first, the  m aking of a w ritten  
sum m ary of a m eeting  is the rule, sub ject only to  the narrow  exem p
tion th a t a brief descrip tion of a m a tte r does not require th a t a 
m em orandum  be w ritten . T his rule applies to all FD A  em ployees. 
Second, the am ount of detail in any m em orandum  will vary  depend
ing fu rth er on the  particu lar circum stances. T here  obviously can be 
no hard  and fast rule about the am ount of detail to  be included in a 
m em orandum . A m em orandum  th a t sta ted  sim ply “ I m et w ith John  
Sm ith about a m atte r of in te res t” w ould not approach the  objective 
of a fair and com plete m em orialization of the discussion. Beyond 
th a t, the  question of the am ount of detail is left to  each em ployee’s 
discretion , judgm en t, and com m on sense.

Public Calendars
Let us assume that a meeting has occurred and th a t a m em orandum  

has been m ade, is there a w ay to  discover its existence, or is it left 
to  chance? A partia l answ er, at least, is found in Section 2.22 of 
the  procedural regulations, dealing w ith public calendars.

T here are tw o types of public calendars m aintained by the F D A : 
the prospective calendar listing, insofar as possible, the  public m eet
ings, conferences, hearings, sem inars, and o ther public proceedings

14 Now Section 20.103. 
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of the FD A  for the follow ing four weeks. T his calendar is on public 
display in several FD A  offices.

O f g rea te r  im portance and u tility  is the retrospective calendar. 
T his calendar, which is prepared and m ade publicly available each 
week, lists all m eetings betw een persons outside the E xecutive Branch 
of the federal government and certain designated FD A  officials, including 
the commissioner, deputy, associate, and assistant commissioners, bureau 
d irectors and the  chief counsel. T elephone conversations are listed on 
the  retrospective calendar on an optional basis. The calendar listing  
includes the date, persons involved, and sub ject m atte r of the meeting. 
M eetings whose existence m ight prejudice law enforcem ent activities, 
invade privacy, or disclose trade secrets are not listed. The retrospective 
public calendar will show those m eetings for which a m em orandum  
is available—usually by means of an asterisk. The retrospective calendar 
is also on public display in several Agency offices.

Availability of Memoranda
T hus, the  existence of m eetings and the availab ility  of m em o

randa sum m arizing those m eetings, w hen the m eeting  involved a 
top official of the FD A , can be readily  ascertained. T he existence 
of m eetings involving o ther FD A  em ployees cannot, however, be 
system atically  determ ined. Sum m aries of those m eetings, however, 
will frequently be filed in places to which the public has ready access— for 
exam ple, in the  Hearing Clerk’s office. And, of course, if the existence of 
a m eeting  and, therefore, a sum m ary of the discussion becom es known, 
the  m em orandum  will ord inarily  be available to the public under the 
public inform ation regulations.

I w ould now  like to tu rn  m y atten tion  briefly to Section 2.24.13 
which deals w ith  se ttlem ent proposals. T h a t Section provides, very 
sim ply, th a t any person m ay, at any tim e, propose se ttlem ent of any 
issues involved in adm inistra tive  proceedings involving F D A . for 
exam ple, a form al ev iden tiary  hearing. T he Section also provides 
that all participants in the hearing are to have an opportunity to consider 
any  proposed se ttlem ent and th a t unaccepted se ttlem ents and related 
m atte rs— unagreed to  stipu lations, for exam ple—are no t adm issible 
in evidence in F D A  proceedings. T hese provisions are not. in m y 
judgm en t, controversial. 15

15 Now  Section 10.110.
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W hat is of interest and subject to some dispute, is whether proposed 
se ttlem ents and responses to them  are available to the public un der 
the  public in form ation regulations, and, if so, when.

T he public in form ation regulations do no t give an explicit answer 
and the a rgum en ts for and against disclosing se ttlem ent proposals 
have m erit. O n the  one hand, it is argued, disclosure will inh ib it 
persons from m aking settlem ent proposals, th u s  defeating  th e  objective 
of Section 2.24. P roponen ts of disclosure argue th a t the  public should 
be in a position to be m ade aw are of se ttlem ent proposals and th a t the 
m atte rs  th a t the  F D A  deals w ith  involve in terests  b roader th an  those 
of ju s t the parties in an adm inistra tive  proceeding. T he proponents 
of disclosure have, based on my experience, prevailed on this issue and 
se ttlem ent proposals are rou tinely  filed w ith the H ea rin g  Clerk when 
sent or received by th e  FD A . Aside from  th e  public policy aspect of 
disclosure, th is resu lt w ould appear to be required  by the  F O I, for 
it is difficult to  see how  one of the nine s ta tu to ry  exem ptions can be 
reasonably applied. D isclosure of se ttlem en t proposals in the  FD A  
adm inistra tive  proceedings m ay m ake the parties a b it uncomfortable, 
bu t it does not, in m y judgm en t, seriously in terfere  w ith the  valuable 
process of se ttlem ent discussions.

F inally , I w ould like briefly to  discuss Section 2.153,16 which 
rela tes to  form al evidentiary hearings under Subpart B 17 of the procedural 
regulations. T h a t section requires th a t before a notice of hearing  is 
published in the  Federal Register, the D irector of the B ureau responsible 
for the hearing  m ust subm it to the  F learing Clerk the relevan t portions 
of th e  adm inistra tive  record and all docum ents in his files containing 
factual data  and inform ation, w hether favorable or unfavorable to  his 
position w hich re la te  to  the issues involved in the hearing. The other 
partic ipan ts in the  hearing  are required to file the equivalent documents 
from  th e ir files w ith in 60 days of publication of the notice.

Submission of Documents
I t  is im p ortan t to note th a t the subm ission of docum ents required 

by Section 2.153 does not ex tend  to docum ents reflecting in ternal FD A  
deliberations— for example, a memorandum expressing the views of an 
A gency em ployee about the approvab ility  of a p a rticu la r product, even 
though  those docum ents m ay be contained in an adm inistra tive  file 
related  to the hearing. T he Section 2.153 requirem ent does not extend

16 Now  Section 12.85. 17 N ow  P a rt 12 of Subchapter A of
T itle  21 of the Code of Federal R egu
lations.
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to  docum ents th a t are the w ork p rod uct of A gency a tto rneys repre
senting the Bureau involved in the hearing—for exam ple, m em oranda 
of in terview s w ith  po ten tia l w itnesses, or those th a t are sub ject to the 
a tto rney-clien t privilege, such as requests for legal opinions, even 
though  they m ight contain factual data  and inform ation.

T hese exceptions to the subm ission requirem ent in Section 2.153 
are based, among other things on the fact that these types of docum ents 
are exempt from disclosure under the F O I and FD A ’s public information 
regulations, pursuant to the fifth exemption for inter- and in tra-A gencv 
m em oranda (5 U. S. C. Section 5 5 2 (b )(5 )) .

T hese types of docum ents are also no t properly  sub ject to  the 
submission requirement in Section 2.153 because they will not ordinarily 
relate  to the issues at the hearing. F or exam ple, a hearing  on the  
safe ty  and effectiveness of a new d rug  involves ju s t th a t issue: does 
the available data establish the safety and effectiveness of the p roduct?  
I t  w ould not be an app ropria te  sub ject for the  hearing  to delve in to 
the A gency decisional process or the advice given by F D A  atto rney s 
to the bureaus or Commissioner. In short, the submission requirem ent in 
Section 2.153 is in tended to facilitate evaluation of all factual m aterial: 
it is not an occasion to  explore w h at are no doubt in teresting , b u t 
nonetheless irrelevant aspects of A gency activities, a t least in the  
con tex t of an adm inistra tive  hearing. And, the requirem ents are not 
in tended to be, and do not in fact, provide a m echanism  to circum vent 
the  au th o rity  of the  C om m issioner to  deny access to certain  in ternal 
A gency docum ents under the public inform ation regulations.

I t  should be quite clear th a t I have barely skim m ed th e  surface 
of the  relationsh ip  betw een the procedural regulations and the  public 
information regulations. Generally speaking, the two sets of regulations 
com plem ent and re-enforce each other. T og ether they con tribu te sub
stan tia lly  to m aking the FD A  a very open Agency. [The End]
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A View From the Bench
By JUDGE DANIEL J. DAVIDSON

Judge Davidson Is Administrative Law Judge for the Food and 
Drug Administration.

W H E N  I F IR S T  L O O K E D  A T  the then  proposed Rules and 
R egulations under S ub part B ,1 it seem ed to  me th a t the Food 
and D rug  A dm inistra tion  (F D A ) w as g iv ing its re luc tan t consent 

to  the holding of form al ev iden tiary  hearings— som eth ing like, “ If 
w e’re forced to hold hearings, le t’s m ake the rules so tough th a t 
we can’t lose.”

N ow  th a t I have seen the rules in operation , I can assure you 
th a t th is was not the  case— it was m ore like, “ Since we m ust offer 
these (expletive deleted) form al hearings, le t’s m ake the rules so 
confusing the parties will be forced to op t for one of our a lternative  
procedures.”

All k idd ing aside, I am sure you realize the difficult task  facing 
the Agency, as well as the problem s encountered in the  past with 
respect to form al hearings. V irtua lly  everyone rem em bers the unduly 
o ro tracted  peanu t b u tte r  and v itam in m ineral hearings. T he feeling 
th a t the FD A  has generally  been re luc tan t to  hold form al hearings 
is a direct result of what happened in those cases, and the S ub part B 
rules a ttem p t to avoid som e of these problem s for the future. I see 
m y role in th is process as one of conducting an orderly hearing  for 
the purpose of ob ta in ing  a fair and com plete p ic tu re  of the relevant 
facts necessary for an im partial, in itial decision based on those facts. 
To th is  end, the rules m ust be sub ject to a con tinuing process of 
m odifications as experience dictates. T herefore, you can expect to 
see additional changes in the rules as we gain m ore experience. The 
im p ortan t th in g  to  rem em ber is th a t the Subpart B rules m erely * 21

1 S ubpart B was initially codified a t 22, 1977 as P a r t 12. T he new section
21 C F R  S 2.100 to 2.191 on Novem - num bers are provided in the footnotes, 
ber 23, 1976 (41 F.R. S1706). It was Subpart B is now P art 12. 
reorganized and recodified on M arch
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rep resen t a po in t of departure , and th a t ru les for adm in istra tive  p ro 
ceedings should, and generally  will, be construed  by the A dm inis
tra tiv e  L aw  Jud ge  w ith  a  view to w ard  hav ing  an orderly , fair and 
im partia l hearing.

Authority of Presiding Officer
W ith  th is  in m ind, I will now  try  to  briefly take you th rough  

the  regu la tions in th e  o rder you m igh t encoun ter them  in the  con
du c t of an actual case. I will h igh ligh t th e  po in ts w here th e  adopted 
ru les differ significantly  from  those orig inally  proposed and also 
indicate those m odifications which I rou tinely  im pose under Section 
2 .142(m ),2 which deals w ith the Authority of presiding officer. Inci
den tally , I consider th a t section to  be the  m ost im p ortan t of all the 
ru les because it perm its the A dm inistra tive  L aw  Jud ge  to  waive, 
suspend, o r  m odify any of th e  o ther rules of S ub part B, as long as no 
one is prejudiced thereby.

Normally, you would expect the term  “parties” to be broad enough 
to  include the different in terests  in any legal proceeding. H ow ever, 
th is  is no t the case under S ub part B hearings, because “p a rtie s” are 
defined as only those  who file ob jections and requests for a hearing  
under Section 2.112,3 in response to a “notice of oppo rtun ity  for a 
hearing. Rem em ber, the  A gency first publishes a “N otice of O ppor
tu n ity  for H ea rin g ” and then  the  “ N otice of H earin g .” T hose who 
w ait to en ter the proceeding for th e  first tim e after the notice of 
hearing.” Remember, the Agency first publishes a “ Notice of O ppor- 
do no t have the  sam e righ ts  as parties.

N onp arty  partic ipan ts do no t have the  righ t to  subm it w ritten  
in terro gato ries or to conduct cross-exam ination unless the presid ing 
officer specifically finds th a t th e ir in terests  w ould no t o therw ise be 
adequate ly  protected . By un derstan d in g  the distinction  and the  ramifi
cations thereof, you will be be tte r able to  decide the  ex ten t of your 
ow n partic ipation  requirem ents.

T he  ru le represen ts a m eans w hereby some degree of control m ay 
be exercised over the tim e required  to com plete a hearing  by lim iting  
the rights of nonparties, particularly with respect to cross-examination. 
I do no t usually  consider the  cross-exam ination process to be un usu al
ly troublesom e, because I require th a t an orderly  and concise p ro
cedure be followed by th e  questioner. R epeated ly  prolonged delays or 
irre levan t questions w hich m ay reasonably  be in terp re ted  as indi
cating a lack of proper p repara tion  or in ten tional delaying tactics, are

2 N ow  § 12.70(m). 4 Now  § 12.89.
3 N ow  § 12.22.
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grounds for the early te rm ination  of cross-exam ination. Nevertheless,, 
the A gency apparen tly  is concerned because the rule sta tes  th a t non- 
parties will not have all the  righ ts of parties unless perm itted  by the 
presid ing  officer.

Fair Hearing and Complete Record
I w ould perm it exceptions to  the  rule, only if convinced th a t it 

would aid in ob ta in ing  a fair hearing  and a com plete record. The 
tim e consum ed by the extension of these righ ts to  nonparties would 
also be considered. In  o ther words, the  num ber of no np arty  partic i
pan ts  for w hich an exception m ight have to be m ade and the  effect 
thereof on the overall tim e required to conclude the  hearing  would 
have definite bearing  on w hether it should be perm itted . W h a t is 
im p ortan t is th a t as a no np arty  partic ipan t, you m ay be faced w ith 
a situation  w here you will not be perm itted  to cross-exam ine. Now 
th a t you have the d istinction  betw een “p a r ty ” and “no n p arty ” firm ly 
in m ind, I will endeavor, for the  rem ainder of th is  ta lk , to  refer to  all 
in terests  sim ply as “partic ipan ts .”

A ssum ing th a t you have filed ob jections and requested  a hearing, 
you m ay now  be faced w ith Section 2.1 IS,5 Denial of formal evidentiary 
public hearing in whole or in part. T he denial of a hearing- request 
constitu tes final A gency action, and a to ta l denial is a finding th a t 
there is no need for a hearing. If you disagree, judicial review is avail
able. A partia l denial is ano th er m atter.

Partial denial of a hearing request concerning certain issues is designed 
to  p reven t hearings from being side-tracked or unduly  delayed 
th rough  inclusion of those possibly re lated  issues w hich do not neces
sarily  require determ ination  before a particu lar A gency action m ay be 
concluded. T he question is, “ Is the  denial of those issues final when 
p u rsu an t to Section 2 .118(b),6 Notice of hearing; stay of action, the  
presid ing  officer m ay revise the  ‘s ta tem en t of issues’?” If an issue on 
wdrich a hearing  w as denied is sub ject to consideration by the  p resid
ing officer, the  denial w as obviously no t the final A gency action.

T he au tho rity  of the presid ing officer to  review  issues is neces
sary  to p ro tect against A gency oversigh ts as well as any possible 
unfairness w hich m ight resu lt from  a one-sided approach to the  
fram ing of the  issues. M y inclination to m odify would be lim ited 
along these lines. N evertheless, the un certa in ty  as to w h at consti
tu tes final A gency action could cause you problem s w ith respect to  
the tim ing  of requests for judicial review  of a partia l denial of a 
request for hearing. Should you im m ediately pursue a court appeal

5 N ow  § 12.28. '  N ow  § 12.35(b).
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prio r to  the conclusion of the adm in istra tive  hearing  on related is
sues, o r aw ait final A gency determ ination  on those related  issues? 
W ill aw aiting  final A gency action m ean you waived your righ t of 
judicial review  on those issues denied a hearing?

Administrative Finality
Based on an actual experience under sim ilar circum stances, the 

Com m issioner, a t the  request of the partic ipan ts, gave assurances 
th a t adm inistra tive  finality of the  partia l denial of a hearing  as to 
som e issues w ould not be raised as a defense in court follow ing the 
hearing on the rest of the issues. The Agency is, therefore, aw are of 
th is  problem  and, hopefully, is in the  process of m aking appropria te  
revisions. In  the  m eantim e, if you are faced w ith a partia l denial of 
a hearing  request, I suggest th a t, to be on the  safe side, you pro tect 
yourself by seeking a stay  of the  adm inistra tive  finality of such partial 
denial p u rsu an t to Section 2.9 of Subpart A 7 regardless of whatever 
o ther action you take.

I have m entioned the notice of hearing, the issuance of which 
generally  signals the  s ta r t of m y involvem ent in the proceeding. 
P artic ip an ts  m ust file th e ir  notices of participation  w ith in 30 days 
a fte r the  issuance of the  notice of hearing.

Draft Proposal
Incidentally, a change from the draft proposal d istinguishes be

tw een partic ipan ts (w ritten  notice of partic ipation  required  by Sec
tion  2.131 ) 8 and represen ta tives of partic ipan ts (appearances required 
by  Section 2.130).9 P rev iously , appearances covered bo th  and was 
the sub ject of som e possible confusion. Also, Section 2.135,10 Advice 
on public participation in formal evidentiary public hearings, was added in 
order to  aid m em bers of the public seeking advice on such m atters 
as what, when, and where to file appearances and notices of participation.

Section 2 .153(a),11 Disclosure of data and information by the par
ticipants, requires the responsible bureau  to file w ith  the hearing  
clerk, p rio r to  the publication of the notice of hearing, detailed infor
m ation concern ing its position in th e  case and the  evidence to  be 
relied on in the  upcom ing hearing. All partic ipan ts in the  hearin g  are 
required  by paragraph  (b) of th is section to file sim ilar data  on their 
ow n behalf w ith in  60 days a fte r th e  notice of hearing.

7 N ow  § 10.35 o f P a r t  10. 10 N ow  § 12.50.
8 N ow  §12.45. 11 N ow  § 12.85(a).
0 N ow  § 12.40.
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Section 2 .153(b)12 also perm its the 60-day period for the  sub
m ission of data  and position by the  partic ipan ts to be extended or 
shortened by order of the presid ing officer. W hile the provision for 
a lte ring  the  60 days has obvious m erits, it created som ew hat of a 
problem  because th ere  is no forum  and no in form ation available 
upon which the presid ing officer could m ake such a determ ination . 
A ccordingly, the  adopted rules do no t designate a tim e for the 
p rehearing  conference to be held. T he earliest possible date w ould 
be 30 days, w hich is im m ediately after the  expiration  of the tim e for 
filing notices of participation . P u rsu an t to  Section 2.158,13 Prehearing 
conference procedure, all partic ipan ts are recjuired to  be represen ted  
at the prehearing conference, and requests for changes in the 60-day 
period for the  subm ission of data  pu rsu an t to  Section 2.153(b) m ay 
properly  be considered on the  record a t such p rehearing  conference.

Prehearing Conference
I am sure you are all aw are th a t the prehearing  conference is an 

extrem ely  im p ortan t p a rt of any proceeding because it actually  
governs the course of the upcom ing hearing  w ith respect to p ro 
cedural scheduling, and the  designation of issues and m aterial facts 
in dispute. Because considerable cooperation by the partic ipan ts is 
necessary, the p rehearing  conference, from the view point of th e  p re
siding officer, can be a g ra tify ing  experience, or it can be an extrem ely  
fru s tra tin g  one. I evaluate p rehearing  conferences in inverse propor
tion to the  num ber of ru lings I am required to  m ake which do not 
reflect the agreement of the participan ts. If the partic ipan ts can agree 
on a particu lar procedure to facilitate the hearing  process, I will 
norm ally accept th e ir  approach. T hu s far, m y prehearing  conference 
experiences at the  F D A  have generally  been m ore g ra tify ing  than  I 
had expected.

A t th is junctu re , I should also point ou t th a t I m ake a d istinc
tion betw een the adm inistra tive  record which includes v irtua lly  every
th in g  subm itted , and the ev iden tiary  record, upon w hich I base m y 
initial decision. T he d istinction  is ra th e r obvious. O nly those por
tions of the record w hich are received in evidence, sub ject to  the  
appropria te  eviden tiary  tests  of adm issibility , can properly  be con
sidered in reach ing  a determ ination  of the issues. T his evidentiary 
record includes oral testim ony and w ritten  docum ents form ally re
ceived in evidence, plus those m atte rs  incorporated  by reference and

12 N ow  § 12.85(b). 13 Now § 12.92.
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covered by official notice. T he m ere subm ission of data to th e  hear
ing  clerk does no t constitu te  evidence.

Arguments of Admissibility
T his b rings us to th e  nex t m odification which I rou tinely  in 

clude. Section 2.160,14 Receipt of evidence, specifically paragraph (c) 
(2 ) thereof, requires the receipt of all written evidence even if it is 
irre levan t or immaterial, and, in the words of that section, “even if it 
is of no probative value.’’ T he purpose of th is provision is to avoid 
th e  possible delays caused by argum en ts over adm issibility . H ow 
ever, I consider th is approach to be counterp roductive because, in 
addition to  c lu tte rin g  up the  record, experience teaches us th a t  re
ceipt of irre levan t evidence usually  requires the in troduction  of 
irre levan t and unnecessary  rebu tta l, not to  m ention the possible 
cross-exam ination thereon. If the partic ipan ts  know  precisely w hat 
has been received in evidence, then their task for rebuttal is simplified 
considerably. I therefore w aive th is rule to the ex ten t necessary to 
provide for the exclusion of irre levan t and im m aterial evidence.

In Section 2 .160(d)(2) of the  proposal, the rules allow ed a p a r
tic ipan t to  argue th a t exclusion of certain  oral testim ony  was im 
proper and to  offer for the  record a rgum en t as to the facts which 
w ould have been presen ted  if the testim ony w ere allowed. T his 
a rgum en t is called an “offer of proof.” T his provision has been de
leted from  the  adopted rules because such argum ents do no t consti
tu te  evidence and could not properly  be received as such. T hey  are 
m ore app ropria te ly  included in argum en ts on brief than  in th e  tra n s 
crip t of the proceeding. In  the unusual situation  w here an “offer of 
p roo f” includes facts which are subsequently  determ ined to have been 
erroneously  excluded, such facts could only be relied on in reach ing  
a decision a fte r an opportun ity  for rebu tta l by opposing participan ts. 
T his is necessary since there w as no op po rtun ity  for cross-exam ination 
or rebuttal concerning any matters contained in an “offer of proof” be
cause such m atters  do no t con stitu te  evidence.

Interlocutory Appeals
Since we are now  fairly  well along in th e  regulations, I th ink it 

is appropriate to mention ano th er of m y routine modifications. This one 
concerns Section 2.163,15 w hich deals w ith in terlocu to ry  appeals. The 
rig h t to such appeals is au tom atic  in connection w ith ru lings under 
certain  sections of the  re g u la tio n s ; otherw ise, a finding of necessity  
by the presid ing  officer is required under paragraph  (b) of Section

14 N ow  § 12.94. 15 N ow  §12.97.
A VTEW PAGE 241



2.163 before an appeal m ay be taken. P arag rap h  (c) apparen tly  con
tem plates the  filing of a brief w ith  th e  C om m issioner in o rder to 
pursue an in terlocu to ry  appeal. W hile  there  are certain  circum stances 
which w ould w arran t such an approach, th is is no t alw ays th e  case, 
particularly where a hearing is actually in session. I therefore m odify 
paragraph (c) to limit written appeals to those questions requiring de
tailed  consideration by th e  Com m issioner. In all o ther cases, the  ap
peal is taken im m ediately and orally  to the Com m issioner. A rrange
m ents have been m ade for such a procedure, ju s t to  m ake sure th a t 
it does not come as a com plete surprise to the Com m issioner when 
you come knocking on his door.

I believe th is  b rings us to th e  po in t in the hearing  w here all of 
the evidence is in and the m atte r is alm ost ready  for a decision. B e
fore it is, how ever, we come to Section 2.162,16 Briefs and arguments. 
P a rag rap h  (b) of th is section clearly indicates th a t oral argum en t 
a t th is stage of the  proceeding is d iscretionary  w ith the  presid ing 
officer. H ow ever, there  is no such discretion as to briefs. The rule 
m erely sta tes th a t a schedule for th e  filing of briefs will be announced 
and th a t briefs will include certain  th ings. T h a t is no t to  say th a t 
all partic ipan ts m ust file briefs. I do no t th ink  such a provision could 
be enforced even if th is w ere the in ten t. N evertheless, the rig h t to 
file a brief is g ran ted  regard less of any need therefor.

T his is one feature of the  rules I have considered m odifying in 
the in terest of saving tim e in those instances w here I do no t feel 
the need of briefs in o rder to resolve the  issues. H ow ever, I have not 
yet seen a situation  w here th e  saving of perhaps 30 or 40 days would 
ju s tify  precluding briefs, particu larly  w here the  partic ipan ts w an t to 
subm it them .

Initial Decision
W e now come to ano ther of th e  significant changes in the rules 

as adopted, Section 2.180,17 Initial decision. Previously, the presid ing 
officer w ould prepare his report and certify  the record to the Com
m issioner. T he C om m issioner w ould then  issue a ten ta tive  decision, 
incorpo rating  therein  as m uch or as little  of th e  presid ing  officer’s 
report as he deem ed appropriate . Following exceptions thereto , the  
Com m issioner w ould issue his final order.

T he adopted Section 2.180, to g e th er w ith Section 2.181 and Sec
tion 2.182,18 provide for a stream lined appeal procedure which is 
sim ilar to  the  practices followed a t o ther adm inistra tive  agencies,

16 N ow  § 12.96. 18 Now §§ 12.125 and 12.130.
17 N ow  § 12.120.
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and which gives im m ediate public disclosure of the  findings and con
clusions of the  presid ing officer w hich are sub ject to exceptions and 
subsequent replies to  exceptions prio r to review  by the Com m is
sioner. T he procedure also provides for autom atic  effectiveness of the 
initial decision in the  absence of appeal by the partic ipan ts, or notice 
of review  by  the  Com m issioner. Such a procedure is provided for 
under Section 557 of the A dm inistra tive  P rocedure A ct (A P A ) and 
does aw ay w ith the necessity  of a final order in those situations 
w here the  con troversy  is resolved by the  initial decision, as unlikely 
a prospect as th a t m ay appear.

T he in itial decision is in no w ay bind ing  on the Com m issioner 
w ho is free to com pletely disregard  it if he feels it is incorrect. T he 
procedure m erely gives the partic ipan ts im m ediate access to the  
findings and conclusions of the  presid ing  officer before those findings 
are sub ject to A gency review.

Impartiality
The A P A  contains certain safeguards, including the proh ib ition  of 

ex parte com m unications, which are designed to insure the im 
p artia lity  of those presid ing  a t hearings and m aking decisions in 
proceedings w hich fall under the  A PA . T he m aintenance of th is  
impartiality is one of the most important tasks of an A dm inistra tive 
L aw  Judge. This is particu larly  tru e  at agencies such as the FD A , 
w here the A gency takes an active adversary  role in v irtua lly  every 
form al eviden tiary  hearing. T he A dm inistra tive L aw  Jud ge  is usually  
physically  located at the A gency and is sub ject to  possible con tact 
w ith  A gency personnel on a daily basis. T herefore, in addition to 
com plete independence and im partia lity  in the conduct of the  hear
ings and in the decision-m aking process, the A dm inistra tive Law  
Judge m ust also avoid being involved in any activ ity  which m ight 
(even erroneously) be construed as indicating  partia lity  or th e  ap
pearance thereof.

I want to publicly assure you that those A PA  safeguards I referred to 
are taken  very  seriously. I have had com plete cooperation a t all levels 
of FD A  officialdom in adop ting  procedures for runn in g  m y office in 
such a w ay as to avoid ex parte com m unications or any undue influence 
from within. O pportun ities for ex parte con tact are m inim ized by  th e  
m ain tenance of a separate  and d istinct office which is in no w ay related 
to or under the  ju risd ic tion  of any of the  op era tin g  bureaus.
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Outside Interests
The same approach is applied equally to the FD A  and outside 

in terests  in proceedings before me. I will no t hold inform al conferences 
ou tside the hearing  room and I do not give advance ru lings or ex tra  
record indications of how I might react to certain requests. S urprising  
as it m ight seem, m any of the telephone calls received by m y office 
involve questions of th is  nature, such a s : W h a t happens if we do no t 
show  up at the prehearing  conference? W ill the  tim e for filing be 
extended? H ow  w ould the Judge react to such and such? I cannot 
blam e those who w ant and need such in form ation for try ing , b u t I 
hope everyone understands th a t the less ex tra  record contact I have 
w ith  partic ipan ts and th e ir represen ta tives, the  less chance there  is 
th a t I will be jeopardizing m y position by even the  appearance of par
tiality or undue influence through ex parte communications.

I only m ention these problem s because I am aw are of the fact 
that the Subpart B regulations are a far cry from a do-it-yourself guide 
to FD A  formal evidentiary hearing procedures, and hearing participants 
can be expected to need help. M ost of w hat I have discussed here 
only serves to reinforce th is  view. If, or maybe I should say when, 
you find yourself in need of clarification or a special in te rp re ta tion  of 
these rules, inform al assistance m ay be obtained pu rsu an t to  Section 
2.135.19 However, I will personally be available for assistance only on 
a form al basis, e ither on th e  record a t a hearing  or by m otion filed 
p u rsu an t to Section 2.165.20 which covers m otions “w ith  respect to 
any m atte r re la ting  to  the  proceeding.”

Actual Proceedings
Finally , I w ant to em phasize th a t the F D A  is aw are of the  fact 

th a t additional changes and clarifications of S ubpart B will be needed. 
They will be based largely on the experience gained in actual proceed
ings, and from  public requests for clarifications. In all probability , 
th e  need for clarification of these regulations will alw ays be p resen t 
because no set of procedural rules can be expected to  foresee every 
eventuality . Those of us who are required to function under such rules 
m ust rem em ber th a t they  represen t only a beginning. S ub part B regu
lations will be sub ject to con tinuing changes in the  in terest of obtain
ing  a form al hearing  process which is designed to avoid unnecessary 
delays, while, at the sam e tim e, in suring  fairness and the  considera
tion of the righ ts of all partic ipan ts. [The End]

19 N ow  § 12.50 . 20 Now § 12.99.
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