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regulation that comes- lnto %Hect when one ing the adoption of-this substitute There being no objection, the Senn.be

side i3 hopelessly behind. -
80 far, Walsh’s six-year, ‘30 million probe
has put exactly one person behind bars
America can sleep again now that the dread-
. ed Thomas Clines is doing 16 months. :
Just when it looked like the Walsh inquiry
was over—the federal Iran-Contra grand
. jury disbanded last week—some hard char-
gers on Walsh's staff persuaded him to
threaten former Defense secretary Caspar
Weinberger with prosecution for allegedly
lying to Congress. Walsh reportedly.offered
Welnberger immunity if he ‘would incrimi-
nate his old boss, Ronald Reagan.. Wein-
berger-stood pat. So far, no indictment. -
- The Walsh team’'s unsavory attempt to
.“sweat” Weinberger into turning stoolie, as -
though the former Cabinet secretary were

some dry-lipped flunky in a burglary ring, -

. highlights many nbuses of the Ira.n-Oontra
" Polltics. Some might think that supposed-

" 1y getting the goods on an ex-Defense secre- -

tary would be a prosecutorial coup. But a
. president’s head mounted over their fire-
»placeheﬁdem.lythemndobjectolwmh
& Co. .-

lnumidstibn. Bottomlessly funded special .

prosecutors can wage long court battles. Not
.80 their targets. Only national fundraising
efforts met w ‘expenses -of national
- security . off! Oliver~North and John
Poindexter, both convicted but cleared on

CIA employee Joseph Fernandes

.appesl.
‘rmuptl.ammlonlnlawyerbmsﬂghtm;l )

Walsh {ndictment that went nowhere. Inno-
‘cence 1s no protection against litigious ruin.

Unfairness. Weinberger opposed swapping
arms for Iranian-held hostages,. but this -
‘dldn’tspa.rehhntromWa]shu ultimatum,
.Bome Welnberger letters in theé Library of
- Congress, Walsh staffers allege, appear to
‘contradict” his testimony. to’ Conareaa that
he was not party to Iran-Contra machina-
‘tions. But the staffers had to lobby Walsh
“to, lean- on Weinberger, mggminx thiat
these letters are no smoking gun.

Thedeta.ﬂsoflmn-Conmnregrlstfor
. the historian, not the prosecutor, policetnan
or jailer. It's time for the Wa.lsh ﬂshlnz ex-
peditlontoretumtonhore. :

The - PRESIDING' OFFICER ‘The
anority leaderlsrwogmzed. . .

UNANIMOUS-CON SENT
AGREEMENT

Mr. MITCHELL.' Mr. President, I

ask unanimous consent that when the

Senate resumes consideration of Cal-

endar No. 333; 8. 1604, a bill to author--

ize appropriations for public broad-
casting, it be considered under the fol-
.lowing time limitations: = . -

*Two hours on the bill,. includins the
committee - substitute: amendment;
-that the following amendments, in ad-

- dition"to. the committee-reported-sub-

stitute, be in order-in the first degree
under . the time limitation indicated .
_and “not ‘subject ~to 'sécond-degree
amendments; with the’ only other
amendments in order being relevant to -
the bill or the commiittee substitute
amendment, as amended, or, if In the
second degree, relevant to the amend-
ment to which they are offered: =~ -
Ten minutes on the managers’ sub-
stitute umendment that will be offered
‘and agreed to prior—to any other
amendment, to incorporate certain
provisions .of the - House bill ‘(H.R.
2977);, with the provision that follow-

-ameéndment, the reported substitute as
thus amended be treated as original
text for the purpose of further amend-
ment; :

Ten minutes on the managers’
amendment on broad terms and ac-
countability; :

Ninety minutes on a Helms amend-
ment to freeze or reduce the funding
levels of the bill;

One. hour on a Dole a.mendment
with respect to funding for the Inde-
pendent Television Service (ITVS];

Ten minutes on a Byrd amendment
"on indecency; .

Five minutes on a Bingaman amend-
.ment on 8 report on the establishment
of a ready-to-learn cha.nnel for pre-
_school children; . .

Five minutes on a Pressler amend
ment on & report on -using public
broadcasting satelllte for dist.a.nce
learmning;

. Thirty minutes on a McConnell
amendment—requiring . that TV _pro-
gramsg funded by the CPB, lnclude
with the credits the.statement that
the CPB “is a private nonprofit corpo-
-ration a-ea.ted by Congrees." or slmﬂar

language; -

- That- all limlta.tions ‘on- ume tor
‘debate be equally divided and con-
trolled in the usual form; that no mo-
"tions to recommit be in order; and that
following third reading of,the bill; all

.of the following occur without any
-action or .debate: the Commerce Com-
-mittee be- discharged from- further
-conslderation of H.R. 2977, the House
companion bill, and the Benste :pro-
‘ceed.- to its ‘iImmediate  consideration;
‘that all' after the enacting clause. be .

st.rlckenandthet.extpfs.IMu

‘amended,. be inserted in lieu thereof;
the bill be read for the third time, and
-the Senate proceed to vote on passage
of H.R. 2077, as amended: and, that-
-upon-disposition of H.R. 2977, 8. 1504
be returned to the calendar.

“The - PRESIDING OFFICER. . Is
‘there objection to the una.nimous-con-
sent request? .

Mr. DOLE. No objectlon.

The. PRESIDING OFFICER. Wlth-
out objectlon, lt is 80 ordered.

SAFE hIEDICAL DEVICEB ACT OF
. 1990 )

) M.r MITCBELL. Mr.. President. I
ask . ‘unanimous consent -that ' the -
-Senate proceed to the consideration of
'8, 2783, - bill introduced earlier today -
by Senators KENNEDY and HATCH re-
garding the ‘implementation of the
Safe Medical Devices Act of 1990.

. The -PRESIDING OFFICER. The
bill will be stated by title. :

The assistant legmlatlve clerk read
as follows: -

‘A bill (8. 2783) to amend the Federal
Food, Drug, and Cosmetic Act with: respect
to mediea.l devices and for other purposes.

The A PRESIDING. . OFFICER. Is
.there objectlon to the request ot the
Senator from Maine? - -

proceeded to consider the bill.

.. KENNEDY. Mr. President, the
Medical Device Amendments of 1892
represent several-. modifications that
Senator- HarcH and I have developed
to facilitate better implementation of
the Safe Medical Devices Act of 1990.
These modifications have been devel-
oped in consultation with the adminis-
tration, the affected industries,  and
consumer - representatives. Senator
HaTtcH and I have agreed to the follow-
ing statement of explanation as to the
leglslntlve intent of the bill: -

StArnﬂ:lr ON THE MEDICAL Dmcz
AMENDMENTS OF 1992

SectlonLShortTltledeeférence

Sectlonlmtasthathexhorttmemthe
‘MedlcallpevLeeAmendment.ﬂoflwz." e

Sectlonz.EﬂectlveDlteandRegulauons
to Implement Section 518¢e). - .

Sect.lonzperta.imtotheumeta.hleforh-'
suing final regulations and the -effective
date for final regulations for section 518(e)
of the Federal Food, Drug and Cosmétic Act
(“FFDC Act”). Section 518(¢) was added by
section 3(bYof the S8afe Medical Devices Act
of 1990, Pub., L. 101-619 .(“SMDA"), The
SMDA required the Food and Drug Admin-
istration (“FDA") to issue proposed regula-
uomwith.tnnlnemonthsorthed&teoten-
actment (August:28, 1891), and final regula-
ﬁonsnlnemonthslater(myzﬂ.lwz) It
sl50 provides that if the agency misses the
deadllnefortheﬂna.lreculatlom,mepro-
poeed regulations-will go into effect and
wmmemefmﬂmeuhuomwitbthemt-
ute to take effect immediately. - .

'I‘heFDAlmuedthepropoaed
to fmplement section: 519(e) on.March 27,
lmEventhoucht.hedeadlineforthaﬂml
regulations js. May 28, 1992, the sgency.pro-
vided a 60-day comment period. Thus’ the
comment period will ‘close one day. before
the final regulations are.due to-be-issied.
The agericy has informed: the Congress that
itdoeanotmmndtoismetheﬂnalmuh
tions by the May 28 deadline. -

Section- 2 would extend. the dea.dllne w
issue final regulations by 6 months, or until
November 28, 1992. The agency has indicat-
ed that this extension will allow sufficient
time to issue the final regulations. However,
Uthennnlreculnttomnrenotlmuedbyxo-
vember 28;°1992, then Section 2.provides
that the proposed regulations will become
< the final regulations on November 29, 1992,
The FDA is directed to publish promptly in
the: FPederal - Register- notice of the new
status of the proposed regulations.

Sectlonaa.isoprovidenthnttheﬂnﬂres'u-
lations will go into effect 9 months after
they are published or no later than August
20, "1993 (» months after. November. 29,
lDOﬁ)Thhdntcm&ynotbeextendedbythe
FDA under any circumstances..:

Inamneeuen.deviwmanun.ctmmmy
. need to obtain a section 510(k) clearance or
an approval of a supplemental device appli-
cation prior to initlating tracking of devices.
This could occur where an effective tracking
system requlred ‘new packaging (such as

sterilization ‘of the product). It is expected
that the FDA will expedite decisions: on
such clearance applications so that manu-
facturers can have tracking systems in place
by the effective date of the regulations. - .

S8ection 3. Postmarket Surveillance.

" 8ection 3 makes failure tocomplywit.hc
requirement imposed by séction 523 of the
FFDC Act-(Postmarket Survelllance) a pro-
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regulation that comes: lnto:eﬂect when one ing the adoption' of-'this substitute There being no objection, the Sema.te

side i3 hopelessly behind. - .

8o far, Walsh’s six-year, 330 mmlon probe
has put exactly one person behind bars.
America can sleep again now that the dread-
* ed Thomas Clines is doing 16 months. B

Just when it looked like the Walsh inquiry
was over—the federal Iran-Contra grand
jury disbanded last week—some hard char-
gers on Walsh’s staff persuaded him to

threaten former Defense secretary Caspar -

Weinberger with prosecution for allegedly
lying to Congress. Walsh reportedly offered
Weinberger immunity if he would incrimi-
nate his old boss, Ronald Reagan. Wein-
berger-stood pat. 8o far, no indictment. -

- The Walsh team’'s unsavory attempt - to
.“sweat” Weinberger into turning stoolie, as

though the former Cabinet secretary were

some dry-lipped flunky in a burglary ring,
- highlights many abuses of- the Ira.n-Contra
. probe:
Politics. So.me might thlnk thn.t supposed—
. 1y getting the goods on an ex-Defense secre- .
tary would be a prosecutorial coup. But a
- president's head mounted over their. fire- .
plag;ln eyidently the grand object of Walsh -
& .

Inummation. Bottomlessly funded special .

prosectitors can wage long court battles. Not

.80 their targets. Only national fundraising

efforts met the legal ‘expenses-of national

- security. officials’ OllverrNorth and John .

Poindexter, both convicted. but cleared on
CIA employee Joseph Fe

. appeal. Fernandes
ran up $1.8 million in lawyer bills fighting a
"Walsh indictment that went nowhere. Inno-

"didn’t spare him from Walsh's thimatum.
.8ome Weinberger letters tnthembrary of
Congress, Walsh staffers allege,, appear. to
“contradict” his testimony.to Congress that
he was not party to Iran-Contra machina- -
‘tions. But the staffers had to lobby: Wn.lbh
‘to lean on Weinberger, suxgeetlnx

thwelettersn.renomoklnczun.

or jailer, Itaumeforthewmnﬂshmxex-'

pedjt!:on to return to shore. "
The - PRESIDING OFFICER. The
majority leader lsreoogmzed. e

UNANIMOUS—CONSENT
AGREEMENT o
Mr. MITCHELL. Mr. President, I
ask unanimous consent that when the
Senate resumes consideration of ‘Cal-

endar No. 333; 8.1504, a bill to author-- °

ize appropriations for public broad-

casting, it be considered under the tol--

lowtng time limitations: - . .
" Two hours on the bill,. lncludlng the

committee substitute: amendment; -
that the following amendments, in.ad-
dition to the committee-reported-sub--

stitute, be in order-in the first-degree
under. the time- limitatioh indicated
and “not ‘subject  to second-degl‘ee

amendments; with the  only other

amendments in order being relevant to
the bill or the commiittee substitute
amendment, as amended, or, if in the

second degree, relevant to the amend- -

ment to which they are offered:

Ten minutes on the managers’ sub-
stitute smendment that will be offered
and agreed to  prior—to any other
amendment, to . incorporate certain
provisions .of the - House bill (H.R.
2977); with the provision that follow:

-améendment, the reported substitute as
thus amended be treated as original
text for the purpose of further amend-
ment; -

Ten minutes on the managers’
amendment on broasd terms and ac-
countablllty‘ o .

Ninety minutes on a Helms amend-
ment to freeze or reduce the fundjng
levels of the bill; ) )

One. hour on a Dole a.mendment
with respect to funding for the Inde-
pendent Television Service [ITVS];

Ten minutes on a Byrd a.mendment
“on indecency; =
~ Five minutes 6n a Blngama.n amend- -
_ment on a report on the establishment
of a ready-to-learn cha.nnel for pre-
school children; - -

Five minutes on a Pressler a.mend-
ment ‘on "a ‘report ‘on -using public
broadcasting satemte for distance
learning; o

Thirty minutes on a . McConnell
amendment—requiring . ‘that TV pro-
grams . funded by the CPB, 1nclude
with the credits-the.statement that
-the -CPB “is a private nonprofit corpo-
~ration created by Congreas," or slmﬂar

That - all nmltations ‘on- time for
‘debate be" equally divided' and  con-
.trolled in the. usual form; that no mo- .
"tions to recommit be in order; and that
_following third reading of.the bill; all
of the - following occur without any

-action-or.debate: the Commerce Com- -

-mittee be- discharged ‘from:- further
oonsidera.tlon of H.R. 2977, the House .
~ COl n: bill, and the Senate:pro-

. ‘ceed. . to its ‘Immediate ‘consideration;

tl;n.te.n after the enacting clause. be -
Mckenandthetextpfs. 1504, a8
‘amended, be inserted in lieu thereof;
the bill be read for the third time, and -
theSenateprowedtovoteonpamge
of HLR. 29077, a8 amended; and, that-
-upon-disposition of H.R. 2077, 8. 1604

. bereturned to the calendar.

"‘The © PRESIDING OFFICER. | 1s
‘there objection to the una.nimous-eon
sent request? . .

- Mr. DOLE. No- objection.

: The. PRESIDING OFFICER. Wlth-

. out objection. it is 80 ordered. ! .

: SAFE MZEDICAL DEVICES AC’I‘ OF
S 1990 .
4 Mr MITCHELL Mr.. Presldent I
ask - unanimous ‘ ‘consent -that - the -
-Senate proceed to the consideration of
/82783, -a-bill introduced earlier today -
by Senators KENNEpY and HATCH re-
garding the -implementation of. the
- 8afe Medieal Devices Act of 1890.

The assistant - legislatlve clerk ree.d
as follows: - :

Abﬂl(&ﬂ%)mamendthel“edernl
Food, Drug, and Cosmetic Act with respect
tomed.tea.ldevteuandforotherpurpom

The . PRESIDING. . OFFICER. - Is
.there objection to the request of the
Senator from Maine? - :

proceeded to consider the bill.

Mr. KENNEDY. Mr.: Pmident the
Medical Device, .Amendments of 1992
represent several.. modifications that
Senator- HaAtcH and I have developed
to facilitate better implementation of
the Safe Medical Devices Act of 1990.
These modifications have been devel-
oped in consultation with the adminis-
tration, the affected industries,- and
consumer - representatives. - Senator
HaTcH a.nd I'have agreed to the follow-
ing statement of explanation as to the
legisla.tive intent of the bill: .

Snrmnr ON-THE Mmrc.u. Dmc:
. AMENDMENTS OF 1992 .
Sectlon 1. ‘Short Titleand Reférmee
- Section 1 states that the short title ls the
"MedjcaJDevieeAmendmentsof 1992 * T |
- 8ection 2. Effective Date and Regulntlom
to Implement Section 618(e)."
Secuonzpertamstotheumetahleforls-‘
suing - final “regulations and the effective
date for final regulations-for section 518(e)
of the Federal Food, Drug and Cosmétic Act
:(“FFDC Act”). Section 51%(e) was added by
section 3(bYof the Safée Medical Devices Act
of 1990, Pub, L: 101-839 .(“SMDA"), The
SMDA required thé Food and Drug Admin-
istration (“FDA") to issue proposed regula-
" tions ‘within’ nine tonths of the date of en-
actment (August:28, 1991),'and Final régula-
ﬁomnmemonthluter(myzs,looz) It
also provides that if the agency misses the
deedllnetortheflnﬂrekulatlons.mepro-

becometheﬂm.lredulnuom.withthestat-,
ute to take effect immediately. - .
TheFDAluuedtbepropoMxeeulauons
to Implment section: 518(e) on March27,
lwlmvmmouchthemfortheﬂnﬂ
*‘regulations ‘js.May 28, 1892, the agency pro-
‘vided a 60-day’ comment, period. Thus the
‘comment perjod will ‘close one day- before
the final recuhdomne due- to- ‘be-issired.

itdoesnotintendtohuetheﬂnalrecula
tions by the May 28 deadline, -

Section- 2 would extend the- dea.dlme to
issue final regulations by 6 months, or until
November 28, 1892. The agency has indicat-
ed that this extension will allow sufficient
time to issue the final regulations. However,
if the final Tegulations are not'issued by No-
vember 28,°1992] then Sectlon 2. provides
that the proposed-regulations will become

~ the final regulations on November 29, 1992.

The FDA is directed to publish promptly in
the Pederal - Register- notice of the new
status of the proposed regulations.
Section 2 also providest.hltt.heﬂnalregu
lations will go Into effect 9 months after
they are published dr no later than August
29, "1993 (9 months after. November. 29,
lwz)matemnymtbeextendedbythe.
P'DAundernnydrcmnstam
Inaomeensea.deﬂc&manumctm'ersmy;
-need to obtain a section 510(k) clearance or,
an approval -of & supplemental device appll-
‘eet!onprtortotnlthunztncklnsofdevieea.

or an alteration in processing (such as the
sterilization of ‘the product). It 18 expected
that the FDA will expedite decisions: on
such clearance applications so that manu-
facturers can vetn.eklnaeyetemsinphce
. by the effective date of the regulations. . .
8ection 3.-Postmarket Surveillance. .
Sectionamn.kufa.ﬂuretoeomplywithe
requirement imposed by section 522 of the
F'FDCAet(Posunn.rketSurvenhnoe)npro-



