
The Honorable Connie Mack
-United States Senate
Washington, D.C. 20510

Dear Senator Mack:

This is in response to your letter of July 23, 1998, co-signed
by serveral of your colleagues, concerning the Food and Drug
Administration’s (FDA) proposed rule implementing section 401
of the Food and Drug Administration Modernization Act of 1997.
We thank you for your comments to Docket No. 98N-0222 on the
Dissemination of Information on Unapproved/New Uses for
Marketed Drugs, Biologics, and Devices.

Your interest and comments are appreciated. Please be assured
that your comnents will be considered in preparation of the
final rule. A similar letter has been sent to your co–signers.

Sincerely,

Diane E. Thompson
Associate Commissioner

for Legislative Affairs
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IIMittdj5tms &rm
WASHINGTON, DC 20510

July23, 1998

Dockets Management Branch (HFA-305)
U.S- Food and Drug Admin.istmtion
Department of Health and Human SctiCCS
Room 1-23
12420 Parkhwn Drive
Rochik, MD 20857

Re: Docket No. 98 N-02Z2, Dissemination of Information on
Unapproved/New Uses for Marketed Drug, Biologics, and
Devices

War Sir/Madam:

As the authors and principal kgislativc sponsors of Section 401 of S. 830, the

Fuud aod Drug Administration Modcmization Act of 1997 (FDAMA), wc arc tiling to express

our strong concerns regarding the Food and Drug Administration’s (FDA ‘s) proposed rule

“Dissemination of Information on Unapproved/New Uses for Markemd Drugs, Biologics, and

Dcviccs,” published in the FederaJ Register on June & 1998. Despite the fact that sec[im 40 !

was the subject of extensive and exhaustive negotiations. FDA’s proposed regu Iations appear M

beat oddS with the in~cnt of the provision by imposing cundi[ions that will negate or severely

limit dkcminatioIl of valuable health information that was explicitly sanctioned under the

statute. As dra.fled, FDA’s proposed regulations are inmnsiscen[ with (Xmgrcssional inlcnt for

section 401.

in the preamble to the proposal, FDA requests that interested parties pmvidc

concrete suggestions to address various issues containd in the proposal. This letter responds to

that request. in doing so, wc hope to work with tic agency i’norder 10 ensure thal the final

regulations are cansisteru with Congressional intent.
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As clearly set forth in tie legislative history, the intent of section 401 is to ensure

that health cam practitioners can obtain important scientific information about uses that are not

included in the approved labeling of dregs, biologics and devices. AS the Conference Report on

FDAMA SCtSfofi tith regard to section 401:

The Conference agreement’s inclusion of this section is intended to provide duu
health care practitioners can obtain important scientific information about uses
that are not included in the approved labeling of drugs, biological products and
devices. TIE conferees also wish to onc.ourage that these new uscs be included on
the product label.

H.lL Rep. 105-399 at 99 (1997).

The following statements from htings on this issue further support that position:

For me, * subject of today’s hezuing is very clem Should the Federal
Gowrrunent stand as a roadblock in the fkee flow of responsible information
to physicians about treatments which could mean the diffcrcnee between life
and death for many people with cancer and other diseases? 1 believe the
questions should be answered with a resoun~ “lTo-”

More Information for Better Patient Care: Hearing of the Senate Committee on Labor and

Human Resources, 104th Cong- 2 (1996) (Statement of Senator Mack).

A key question behc m today is why the rnanufaoturer of a potentially
valuable product is forbidden to share tiar Morrnation with medical
providers, people in the medical profession. No one is talking about allowing
them to market those off-label uses or to advertise these uses, but what WEare

talking tdmut is the facilitation of information flow withk this controlled
framework of the medical umurmnity.

More Infmrnation for Better Patient Care; Hearing ofthc Senate Comrnittec on Labor and

Human Resources, 104t11Cong.6(1996) (&atcmcnt of Senator Frist).

Coo@ liwlk’ “Nits a 8S:E’T z6/8z/Lo



Dockets Mmagement Branch
hdy 23, 1!398
Page 3

As these statements indkate, in devising a program for dissemination of off-iabel information, in

addition to facilitating *C dissemination of medical i.nforrnation, Congress also sough~ to

encourage, where appropriate, inclusion of such new uses on the product labels. ~US. section

401 of FDAMA strikes a carefid balance bemeen providing access tu peer rctiewed joumak and

reference publications (such zustextbooks) that describe studies on “off-label” uses of approved

products, and ensuring thatresearch is undertaken to gtx such new uses on product labels. It is

clear that the pwpose of section 401was limited to mandating greater dissemination of scientific

information; the section does not authorizx increased product promotion.

The system that Congress envisione~ and which was rhe subject of exhaustive

consultation bctwccn FDA and Congressional staff, was onc which would incorporate scientific

and medica[ journals’ existing cn-teria for scientikrd!y sound articles. We did not intend for

FDA M redefine the criteria by which journals thatmeet the srmuto~ requirements for

dissemination judge the soundness of such tiicles.

Through it.. proposed regulations, FDA is attempting: (1) to severely limit the

types of information about clinical investigations that maybe dissemimwd substantially bcycmd

what wc intended; (2) to circumscribe the statutory exemptions from the requirement to file a

supplemental appliestion; and (3) to devise an adrninistdive process that titrates

Congressional intent that decisions be reached within sixty AYS on a coq~~y’s =-quest ID

disseminate the in.fotmation.

The public policy underlying section 401 was the subject Mextcnsive

negotiations between FDA representatives and Congressional staff and was debated at length hy

the Congress. Wc included so much detail in this scetion in order TOensure that it maintained the

balwx that is critical to the success of this provision. The proposed regulations go beyond

Congressional intenL we cite .sever’d prime c%~pk d this below.
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soo@J

I. In Contradiction of the Statute, FDA’s Proposed Regulations
Dramatically Limit the Types of Clinical Invcstigntions to Which
Scicntfic Axticles lntcndcd for Dissemination May pertain

The law authorizes dissemination of information on a new usc of an approved

product if the information is in the kmn of an unabridged:

reprint or copy of an micle, peer-reviewed by experts qualified by
Scietltific training or expcricncc to evaluate tbc safety or
effectiveness of zhe drug or deviee involved, which was published
in a scientific or mcdlcal journal. . . which is about a clinical
investigation with respcet to the drug or dcviec, and which would
be considered to be scientifically sound by such experts.

~] U,S.C. $ 3@aaa.1 (a)( 1). The ~~te also defines thc t- “scientific or medical jo~td.”

Indeed, Cungr=s intentionally &fiicd the term “scientific or medical journal”” in the statute in

urdcr to avoid FDA defining the term or fbrther iimiting the inforrna[iun that cmdd be

disseminated. The statute defines a “scientific or medical journal” as

a scientific or medical publication (A) that is published by an organization (i)
that has an editorial board; (ii) that utilizes experts, who halve demonstrated
expertise in tic subject of an article under review by the organization snd
who arc independent of the orgmkatkm, to review and objectively selcc$
reject, or provide comments about proposed articlc~ and (iii) that hus a
publicly stated policy, to which the organimtiou adheres, of fidl disclosures
of any conflict of interest or biases for all authots or contributors involved
with the journal or organization; (B) whose articles are peer-reviewed and
published in accordance with the regular peer-review procedures of lhc
organization; (C) that is generally recognized to bc of national scope and
reputatioxu (D) that is indexed in the lndcx MediGus of the National Library
of Medicine of the National Institutes of Health; and (E) that is not in the
foxm of a speeial supplement that has been i%nded in whole or in part by one
or rmrc nmnufkelumrs.

Thus,Congress set forth two criteria that an article must meet in order tn be disseminated: (1) it
must be about a clinical investigation and (2) it must bc published in a scientific or medical
journal as defined in the statute.

X3VR “N3s a 6s:f7T Z6/SZ/LO
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Despite the clcar language of the statute, FDA has propo~ regulations that would severely
reshjct manufacturers’ ability LOdisseminate scicnttioally important articles. This is done by
restricting dbseminat.ion to articles describing a narrow range of clinical trials and by r=piring
that the a.nicies include more infmmatim about the trials than normally is conmi.ned in many
Peer-reviewed journal articles. For example, the statute identifies as an an.iclc that may be
disseminated one”. . . which is about a clinierd investigation with respect to the drug or
device. . . .“ 21 U.S.C. ~ 360aaa-l(a)(l ). It explicitly contemplates that if such an article is
published in a peer-reviewed journal and complies with the mher criteria of the law it may be
disseminated. Despi~e the clarity of the swtute, FDA severdy limits the types of articles rhar
may he disseminated by defining ‘Lchnicai investigation” as an investigation in humans that is

P~We ctive~v nls nned to test a specific cl-tied hypothesis- Proposed 21 C.F.R. $ 99.3(b). Such
limitation usurps rhe role of the peer-reviewers of the scientific or medcrd journal and was not
the inten~ of Congress.

li]A’s proposed regulation also pruvidcs that:

The determination of whether a clinical investigmion is eonsidwecl to bc
“scicntificall y sound” will rest on whether the desi~ conduc~ data, and
analysis of the investigation described or discussed in a reprint orcopy of
an article or in a reference publication reasonably support the conclusions
reached by the authors.

Proposed 21 C.F.R. $ 99.101 (I3)(1).

In the preamble to this proposed rule, FDA sets foti eight Criteriti for a

“sckntificaliy sound” clinical investigation. 63 Fed. Reg. w 31146-47. Thusc cigh~ criteri% if

appiied by FDA, would place inappropriate limitations on the types of journal articles tit may

bc disseminated. By defining what constitutes a scientifically, sound clinical invesligatio~ FDA,

in essence, is defining for each and every peer-reviewed journal the criteria their cxpem should

usc to evaluate and publish articles. Fuzther. the proposed regulations would a!low FDA to

subs~itute its judgment as to the scientific soundness of clinical investigations for the judgment Of

tie peer reviewers as contemplated by the statute. It was nol our intent to assign to the agency

the roJe of independent reviewer of peer-reviewed scientific literature.

9oopl mwl ‘Nm
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The discussions never focused on the need for the agency to define “clinical investigation;”

rather, they focused on sta@ards for qualified medi~ jourmds, which were incorporated into the

statute. Thus, to the extent FDA’s proposed regulations and a~”panyi.ng preamble language

impose specific requirements as to the wc of investigation’ that must be described in pcer-

reviewed journals in order to be eligible for dissemination under section 401, the agency is

circumventing Congress’ dcoision to rely on the judgment of independent medical expw?s

employed as part of the peer-review process of appropriate scientific or medical journals.

In sum, Cmgrcss determined that a copy of an article “about a clinical

investigation” published in a scientific or medical jouma! was acceptable for dissemination,

consistent with compliance with [he other provisions uf section401. Accordingly, if an rmic.lc

about a chniczd investigation published in a scientific or medkd j oumal also met the

requirements of the statute with regard to submissions to FDA regarding lb conduct of clinical

inve@ations or exemptions therefrom, and compliance with labeling requirements, including

required disclosures and other Mormation required by FDA, under the statute that articl c is

acceptable for dissemination. Congress did not intend that FDA heeome the arbiter of what the

publication criteria should be for every peer-reviewed journal. The eight criteria prescribed by

FDA that an article must meet in order to bc ciigible for dissemination have no place in the

implementation of the slatute and should be deletm$ as should FDA’s definition of %eientificall y

sound-” & long as the article and the manufacturer odmrwise comply with the law, the

regulation and accompanying preamble should bc revised to make clear hat the two statutory

critcri~ described above, am the only bases upon Wlch an article may he dkscrninuted.

Loo@ X)Vlf ‘N?S a 6S:VT z8/t3z/Lo
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U- FDA’s Proposed Regulations Effectively Prohibit the Dissemination of
Reference Publications

The agency also fails to oonsider Congressional intent with regard to reference

publicatifim. l%e law requires FDA to permit the distribution of reference pub~ications,

including refcrcncc texts, that meet the requirements of dIe statute. 21 U.S.C. ~ 360aaa- 1(b).

Like scientific or medical micles, truthful, nonmiskading reference texts are eligible for

clisselllination under the statute if they meet tsvo criteria. FirsL rhcy mu..t include infmmation

about a clinical trial. SemnL they must meet the statukny definition of a reference publication.

A reference publication is carefully defined as a publi~tion tich: (1) h= not been ~TK~t

edited, exccrpt~ or published for or at the request of the mantiacturev (2) has not been edited

or significantly influenced by the manufacturer; (3) has nut been solely ciistributcd through such

a ma.nufacwrer; and (4) dots not focus on amy particular drug or dcvicc of the dkwnnina~ing

manufacturer. W

The agency ftils to recognim the intent of CongrSs by proposing regulations tha~

include a definition of “clinical investigation’” tha~ by the agency’s own admission, few, if anY,

reference lCXLSean mee~ thereby effectively prohibiting the distribution of refemrtce

publications.

FDA’s discussion of the issue in the preamble implies that it is Congress’ statute,

not the agency’s regulations, that eff’tively prohibit the dissemination of refcrencc teti. FDA

states that “@leoause the statute requires the information being disseminated 10 be about a

clinical invcstigatio~ it seems unlikely that many reference publications will meer the

requirements for dissemination under this provision.” 63 Fed. Reg.at311 46. ~~e sra~e is

clear: FDA must allow the dissemination of refcrcnee texts thm meet the requirements of the

statute. It is the agency’s proposed resrncrions on what constitutes a “clinical investigation” that

would prevent disscminaticm of mfcrtmce materia!s.

X3VM “ms s oo:sT z6/8z/Lo
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FDA should revise the regulation to track the stmute. As with articles in scientific or

medieal jmrnais discussed above, FDA should revi~ the rcguhtions 10make clear that the

srarurmy criteria control and should climinzw the additional criteria on clinical investigations

discussed above. Moreover, if the agency fails to issue regulations that permit tie dissemination

of refcmncc texts, the law makes it ckar that section401 will become effective November 21,

1998.21 U.S.C. ~ 360iuu+6(d).

Y3V’R “Am a 00:GT z6/ez/Lo
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111. FDA Proposes to Unnecessarily Limit the Exemptions From Filing a
Supplement

. Congress balanced the dissemination of appropriate off-label information wi~ a

system that ensures that new uscs described in such artick% arc properly studied and become

approved. Congress diz however, recognbc that there were several circumstances Where it

would be unnecessa~ or unwise m force a company to seek approval of rhese new uses.

Therefore, Congress established two bases on which a company maybe exempted km] the

statutory obligation to seek supplemental approva!: (1) where il would be economically

prohibitive for the mtmufacturcr to incur the costs necessary for such a submission, taking into

account the lack of any exclusive marketing rights and the size of the population expecicd to

benefit horn approval of the supplemental application; or (2) where it would bc unethical to

conduct the studies neccssory for &c supplemental applicatio~ taking into account whether [he

new use is the slandard of mcdicd care. 21 U-S.C. $ 360aaa-3(d).

oTo@

A. FDA’s Criteria for Economically Prohibitive

Supplements is Inconsistent with FDANL4

FDAMA authorizes FDA to waive the requirement for submission of a

supplemental application on an off-label use upon a detemnination tha~ it would be

“economically prohibitive*’ to conduct the sludies neccsssry to support the supp]cment- l%e

crimia set forth in FDA*s proposed regulations and accompanying preamble language for

meeting this exemption are far more cxaeting than those oontained in the staune. For example,

FDA has proposed that to qualify for such exemption the manufacturer must demonstrate that the

cost of studies needed to suppurt the submission of a supplemental application will exccecl the

total revenue from all sales of the product (minus expenses) - no~just sales for the off-label use.

Prupuscd 21 C.l?.R. $ 99.205 (b)(l)(ii),

a, To:sT z6/8z/Lo



Dockets Marmgcmcnt Branch
hdy 23, 1998
Page 10

That was not our intent. Requiring that estimates of economic benefit to the manufacturer be

cquid to the prevalence of all diseases or conditions that the drug wili be used to treat is at odds

witi the intent of the provision -- which was to auth~ti a w~v= b=~ on he econofics of~c

new use.

The intent of the “economblly prohibitive” exemption is dcmonslriitcd by

examination of the statum!y prcwisions themselves. The Iwo statutory considerations that the

Secretary “W ti@& in determining whether studies would be economically pruhihitive arc

(a) the lack of exclusive marketing rights with resp~cf 10 the new use and (b) the size of the

population expected to benefitj%m approval of the supplemental application. 21 U.S.C.

$ 36haa-4(d)(2)(A) (emphasis added).

B. FDA’s Criteria for Exemption from Supplement Requirement Based on

Ethical Issues is Inconsistent with FDAMA

FDA did not adhere to Chgressicmal i.ntcnt with respeet to the second exemption

from the requirement that the tnanufacturer file a supplemental appli@icm. Congress provided

that a manufacturer shouid not be rquircd to file a supplemem where it would be unethical to do

so. When a patient would be denied aeccss to a tkapy known or bciicved to be eff’mive m

where the patient would bc denied the standard of medical care by taking part in Hcl inied trial,

tic manufacturer should not be rquired ro conduct such trials in support or a supplemental

application. Instead of adhering to Congres..ioxtal intent, howwer, the FDA indicates *W

exemptions should be granted only “rarely”.

In setting fbrth the eritcria for when it would be “unethical [o conduct studies

necessaxy for the supplemental application”, the slatutc states:

In making such dctcrminakn the Sceretary shall consider (in addition tO ~Y
other considerations the Sccretaty finds appropriate) whether the ncw use
involved is the standard of medical care for u health condition.

& TO:ST 26/92/10
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21 USC. $ 360aaa-3(cl)(2)(B). The Conference Report expounds on this notion:

In making the determination of whdwr to grant an exemption pursuant to
subsection (rl)(2), the Secretaxy may consider, among other factors, whether: the
new use rnccts the rquiremcnta of section 186(I)(2)(B) of the Social Scctity Act;
a medical specialty society that is rcpmsentcd in or recognized by the Council of
Medical Specialty Societies (or is a subspeciahy of such society) or is recognized
by the AMerican Osteopathic Association, has found that the new use is cnnsistcnt
with sound medical pmetice; the new use is described in a recommendation or
medieal practi= guideline uf a Federal health agency, including the National
Institutes of Healfi tic Agency for Health Care Policy Rcsear& and the Centers
for Disease Control and Prevention of the Department of Health and Human
Sewices; the new use is described in onc of three compendia: The U.S.
Pharmacopoeia-Drug Information, the AMerican Medical Association Drug
Evaluation, or the ktican Hospital Association Forrnulary Semite Drug
Information; the new use involves a combination of products of more than one
sponsor of a new drug application, a biological license application, a device
premarkct notification, or a device prcnmrke[ ~pprctvd applicwiom or the patent
sta[us of tk product.

JAR. Rep. 105-399 at 100.

FDA’s proposed rcguhnions set forth at z 1 C.F.R. ~ 99.205@)(2)(ii) would limit

application of this exemption to only those situations when “Wittlholding the hg in he cowsc

ofconducting a comrcd led clinical study would pose an Unreasonable risk of harm to human

subjects.” 63 Fed. Reg. at 31149 (emphasis added). FDA goes on TOsay that an mueasonabic

risk of harm ordinarily would arise only in situations in which the intended use of the drug

appears to affect “monality or irreversible morbidity”. ~ To iimit r.his exemption in the manner

proposed is inconsistent with the statutory language that tic Sccrelary consider whether the new

use is the standard of oare.l

‘ The proposed regulation srarcs that, “the manufacturer may provide evidence showing tha~
the new use is broadly accepted as current standard medical treatment or therapy. The
manufacturer shall also address the possibility of conducting studies in different populations or
of modified design (e.g., adding the ncw therapy to existing treatments or using an altcmdvc

dose if monothcrapy studies could no~ be acccpmcl),” Proposed 21 C.F-R- $ 99.205 (b)(2)(ii).

J13VH -NZtS a TO:ST z6/’sz/Lo
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Prnposcd 21 C.F.R. $ 99.205 (b)(2)(ii) should be revised in scverd wys in order

to reflect Congressional intcn~ FirsL FDA should deIete from die”fmaI regulation tie hmitahon

that only those &lies in which the intended use of tic drug appears to tiect mortali~ or

morbidity may bc considered uncthied. Sccon4 FDA should include in the final regulation the

language from the Conference Repon quoted above which identifies when a new usc may bc

considered a standard of mcdieal earc. importantly, the regulation also should make dear that if

anew use constitutes currenl shmdard medical cam, it m be considered unethical to require a

study on such use and, thus, an exemption @!! be granted.

X3VR “NZIS & ZO:ST z6/8z/Lo



Dockets M_gemcnl 13~ch
July 23, 1998
Page 13

Iv. FDA’s Proposed Regulations Attempt to Undermine the Statutory
Requirement That FDA Respond to Submissions Within Sixty Days

The statute provides that when a mantiacturer files a submission With FDA

seeking to disseminate information, FDA must dcterrninc whether or not the submission meets

the sratutmy criteria within sixtv davq. 21 U.S.C. $$ 360a(b), 360=-3(d)(3). It is irrelevant

to Congress how the agency breaks down its review time in the intcnming sixty days, but at the

end of sixty days, FDA must dcw.nnine whether mnpletc submissions may be disseminated.

1. However, FDA’s regulations propose that within sixty days of receiving a

subrnissiou the agent y may detcrtninc whether it is approved, denied tyr the a~cncv nceds

~. Proposed 21 C.F.R. f 99.301(a). While it is appropriate for the

agency to determine lhat it can only rnakc such determinations on complerc subrn issions,

tic agerwy fails to provide any time frames for obtaining additional inhrmation and

responding to the manufactu.rcr. As a rcsuft, the agency could request additional

information on day 59, receive such information promptly, and then not respond to the

submission for an undefined period of time. My regulations protuulga~ed by the agency

should set specific time fiarncs establishing how long the agency has to respond to a

submission of additional information within the Congressionally-mandared sixty day

period.

We also arc ooncemed that proposed 2 ! C.F.R. $ 99.205(d) states that the sixtY

day period begins when MYA receives a “complete submission” without firther discussion of

how lrmg FDA may take to determine whether a submission is complete. The regulation should

be revised Lorcfkct our intent that any judgment as to completeness, as well as the decisiorr to

allow or disallow dissemination, should occur within sixty days. In an analogous situatio~ in its

Prescription Dmg User Fee Performance and Management Gods FDA sets 6 and 12 month time

frames far approving applications or supplements thereto- Wi~hin thmc time hmcs, FDA

makes judgment as to wktcther the application is acceptable for Liling. The sam process should

occur here within the sixty day time frame,

FTo@ XWJl! . N3S & ZO:ST z6/ez/Lo
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To allow FDA an indeterminate amount of time before the sixty day time tic begins is rm[

what Congress intended. “he regulations should be explicit that the judgment as to the

completeness of the submission shall occur within the mmrall sixty day time frame.

LaWy, the proposed regulations state that when a manufacturer submits a

ceri.illcation that it intends to conduct studies and submit a supplement withit} 36 months, the

protocols must be submincci pu~uant to an IND~ Proposed 21 C.F.R. $ 99.201 (a)(ii)(4). “Uhen,

sccmding to the prcamfde$ “[t]he protuca!s WN be reviewed as an original ND or lDE m an

amendment to an existing IND or IDE.” 63 Fed. Reg. at 31148. Under bok the IND

regulations, 21 C.F-R. part 312, and the IDE regulations, 21 C.F,R put 812, FDA has thirty days

to objmt to lhe initiation of the prolocol. Under this proposed regulation, FDA has sixty days

from the receipt of a mmplcte submission to dccicle whether to allow the dissemination d the

information- Proposed 21 C. F. Il. $ 99.201(d). It was not the intent of Congress that the sixty

day time fkarne for a decision regarding dissemination be delayed as a result on ongoing IND

negotiations. Therefore, the regulation should be clarifled to state that nolhing in this reguiiitiun

is intended to lengthen the thirty day review period under the ND and IDE regulations cited

above.

MM’M .N3S a CO:ST Z6/8Z/LO
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v. Conclusion

As drafted, l’llA’s proposed dlsscrninatkm rcgulati~n dom not reflect

Congrcssicmal in~nt. We aeeep~ in good faith, FDA’s request that interested parties offer”

concrete changes to the proposal as published. We, in good t%i~h,have responded [u [h~i offer

with a number of concrete revisions to the regulation, While it is not our intention to advise

FDA a.. to the precise appmaeh its implementing mgularions for sec~ion401 of FDAMA should

take, WEarc concerned tith many aspcets of the proposed rcgukitirms.

The purpose ofScczion401 was to ensure the free-flow of objeclivc scientific

information to health mre practitioners about m w uses of FDA-approved products under specitjc

circumslamxs. As draikd, the FDA regulations frustrate the objective of this provision. 1n

addition, this is a time- hrni~ed program scheduled to sunset in 2006, or seven YW’S afier

implementation. The prcwision also includes a requirement that a study bc conducted to examine

the scientific issues raised. Therefore, to assure a thorough examination ef the issues raised

the cnactrnent of these provisions, wc believe it is impormm lhat Congressional intent be

followed.
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We strongly urge the agency to revisit the issues we have raised and to ensure t.h

its final regulations are consisumt with the statute and legisltitive histmy of this provision.

Sincerely,

Connie Mack
United Slales %natc

‘\4J4) 7f- —
km Wyden ‘-–
United States SenateU

Michael A. Friedman, M,D.
Led Deputy Commissioner

X3VH‘Am

.

Bill Fris[

.

Christopher J, Dodd
United States Senate

Barbara Boxer
United States Senate
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