
08/08/00 IO:03 B !&CI~Z/OlS 

08/07/00 lf3:37 FAX 301 504 1320 FDA CDRE OCD Boo2 
. B 

DEPAIWVSENT OP HEALTH B HUMAN SERVICES i+Jbk t+‘!8htl !hVkll 

Food and Drug Adminlmrrlon 
l-4wvllkl UP 2080 

Janet Trunzo 
Associate Vice President 
Tac$nology and Regulatory AfGrs 
Health Industry Manuficturers Association 
1220 G Street, N.W., Soite 400 
Washington, DC 20005 

rc: Docket No. 99P-275 

Dear Ms. Tnmzo: 

This letter is in response to the Health Industry Manufa&rer’s Association’s @MA) Citizen 
Petition of August 9, 1999. In that petitian, you argued that use by FDA’s Center fir Devices 
and Radiological Health (CDRH) of nonpublic data contained in premarket approval applications 
(PM.&) approved before February 19, 1998, in reclassifying lithotripters is an illegal, retroactive 
application of section 2 16 of the Food and Drug Administration ModersGzation Act of 1997 
(EMMA).’ Your petition requested that the Commissioner of the FDA issue an order 
prohibiting application of section 216 to any such data. Tn order to fhlly evaluate your petition, I 
consulted with FDA’s Office of Chief Counsel. The legal research and conclusions of that office 
are incorporated in t&is response, For the reasons discussed below, your petition is granted in 
part and denied in part. 

I. Section 2X6 of FDAMA is the third of three increasing@ permissive provisions 
governing USC of data from PIUs. 

As you discuss in your petition, section 216 of FDAMA established the six-year rule, which 
provides in part; 

[Jny iafarmation contained in an application for prernarket approval f?led with the 
Secretary pursuant to section 5 15(c) (including information from clinical or precbnical 
tests or studies that demonstrate the safety and effectiveness of a devicq but exc1udi.q 
descriptions of methods of manufacture and product composition and other trade secrets) 
shall be available, 6 years after the application has been appmved by the Secretary, for use 
by the Secretary in- 

(i) approving another device: 
(ii) determining whether a product development protocol has been completed. under ’ 

section 515 .for auother device; 
(iii) establishing a performance standard or special contro1 under this Act; or 
(ii) classifying or reclassifying another device under section 5 13 or subsectio.n (l)(2). 

' P.L.105~115,111 SeL2296(1997). 
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This provision replaced the previous section 520(h)(4) of the Food, Drug, and Cosmetic Act 
(FDCA), which was added by the Safe Medical Devices Act of 1990 (SMDA) and established 
the four-of-a-kind rule for use of data in PMA applications, Under the four-of-a-kind rule. the 
agency could USC data contained in any filed PMA application one year after FDA had approved 
the fourth device of a kind. ’ The four-of-a-kind provision also contained detailed rules for its 
application to data in applications approved before SMDA’s effective date. The SIMDA 
provision replaced section 520(h)(3), which was enacted with the Medical Device Amendments 
of 1976 (MDA).' Under the MDA ruie, the agency could not use data in one PMA to establish 
the safety or ef%ctivenesa of any device other than the one for which the data was submitted. 

Congress provided little explanation of the b-year data use prc&on in FDAMA’s legislative 
history. The legislative histories of the MDA and SMDh however, each contain discussions 
relevant to the use of data provisions in those laws, &g S. Rept. No. 513,l Olst Gong., 2d Sess. 
24 - 26 (1990); H. Rept. 808,lOlst Gong, 2nd Sess. 27 - 28 (1990); H- Rept. No. 853.94tb 
Gong., 1 st Sex 50 (1976). These discussions provide a general insight: namely, that although 
legal rules facilitating market entry can harm fledgling industries, in strpng, established markets, 
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such rules will genttally benefit both indusuy and consumers. Just as in 1990 the device 
inc?ustty was stronger than it had been in 1976, in 1997, the industry was stronger still, m H. 
Rept. 307,lOSth Gong.. 1st Scss. 14 (1997), and, one can infer, better able to prosper tithoutthe 
aid of anticompetitive II&S. 

The agency never applied the four-of-a-kind provision; however, FDA used its authority under 
the new section 520(h)(4) in its proposed reclassification of electric shock wave lithotriptcrs for 
tigmenting kidney and ureteraI calculi from class Ill to class It. & 64 Federal Register 5987 
(February 8, 1999). Athough the Agency believes it had sufficient data to reclassify lithotripters 
without using data from PMAs approved more than six years ago. the additional data ham five 
PMAs approved in 1991 provides fi~&~ support for the reclassification. 

II. The Agency Will Apply Section 216 to Free Data ContaIned in PMAs Approved After 
SMDA’r Effectiveness bate 

Your petition chalkmges any use by tbe agency of data contained in PMAs approved b&xc 
section 2 I6 of FDAMA took effect. Balancing the notice and fhirness conceras of carlia PMA 
sponsors with the desire of the agency and later sponsors to have access to data, FDA has 
concluded that it will apply the six-year rule only to data contained in PMAs approved after 
November 28, 1990. The relief requested in your petition, then, is granted concerning PMAs 
approved before SMDA’s cffkctivencss date. 

The agency’s proposed reclassification of lithotriptcrs is its only application of s&on 520(h)(4); 
consistent with FDA’s approach to the provision, the proposal relies upon data contained in 
PM& approved after SMDA. With respect to suclt PM&, your petition is denied. The 
remainder of this response will address your challenges to FDA’s use of data in such PMAs, 
particularly as they apply to the agency’s recent proposed reclassification of lithotripters. 

IIL ‘FDA’s Use of PMA Data from PMAs Approved Before FDAMA is a Permissible 
Agency Interpretation ofsection 520(h)(4). 

Y&r petition relies upon the presumption against retroactive legislation affirmed in recent 
Supreme Court precedent to assert that the agency’s proposed reclassification of lithotripters, and 
any use by the agency of data contained in PMAs approved before Pcbnrary 19, 1998, is 
retroactive a6d illegal. (Petition at pp. 4 - 5, discus& Landmaf v. USI Film Producta, 114 
S.Ct 1453 (i994)). As your petition notes, one dishict court has ruled that Congress did not 
intend FDA$IA to apply retroactively, United States v. 302 Cw 25 F. Supp. 2d. 1358, 1363 
(M.D.Fla. 1998). The petition, however, only briefly discusses what constitutes retroactivity. 
(Petition at p. 5). Under Candmaf and other relevant decisions, FDA’s reclassification of 
lithotxipters is not retroactive and does not trigger the presumption of invalidity. 

A. Section 520(h)(4), when Applied to Data in PM.& Approved Six Years Earlier, 
in Regulatory Actionr Taken After February 19,1998, Operates Prospectively. 

. 
1. FDKs Redassification of Lithotripters Does Not Upset Legally Protected 

Interests. 
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Landa held that a plaintiff suing for employment discrimination based on acts occurring in the 
mid-1980s’ could not rely upon a cause of action and damage provision that went into effect in 
1991 a during the pendeacy of her appeal. The Court affirmed a longstanding and flexible 
definition of retroactive law as law that “would impair rights a party possessed when he acted, 
increase a party’s liabilhy for past conduq or impose new duties with respect to tranSactions 
already completed,” & at 15O5.4 The Court did not attempt to set out bright line nrlcs, but noted 
that “considerations of fair notice, reasonnble reliance, and settled expectations offir sound 
guidance” in determining whather a statute has a retroactive effect, &J+at 1499; set also Martin v, 
m 119 S. Ct. 1998 (retroactivity inquiry requires “common sense, fbnctional judgment“). 
These considerations support the propriety of FDA’s use of section 520(h)(4) in reclassifying 
lithotripters. 

Beginning November 28, 1990, when Congress enacted the SMDq manufacturers of 
lithotripters, and all other medical devices approved afk &at date, received notice that the 
agency could use data contained in their approved PMA applications following approval of the 
third additional PMA for a device of the same kind, in accordance with the rules of the four-of-a- 
kind provision.’ Data contained in the lithotripter applications used by FDA in its recent 
reclassification has been available for use by the agency since at least late 1992. Sponsors of 
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those applications have not argued that FDA’s actions have unsettled their protected expectations 
or deprived them of property interests. Such challenge would be baseless, as the two use-of-data 
provisions create the same expectation that data submitted by these sponsors could be made 
available. 

Although manufacturers may have anticipated that the SMDA rule would result in MI extended 
or permanent period of protection for data contained in the applications of devices unlikely to be 
the subject of four or more applications, SMDA created no settled expectation of data protection 
on which manufacturers of such devices could reasonably rely. Medical advances, new 
technologies, and a variety of other market forces till afkt the number of PMAs the agency 
receives for a device. At best. these factors fbllow trends that informed individuals can predict 
with imperfect accuracy. The uncertainty of these factors preclude any argument that USC of data 
under 520(h)(4) “would impair a right” created by the four-of-a-kind rule. M &&elshaus 
V. MOmMtQ 104 S. Ct. 2862,2874 - 2878 (1984) (distinguish,& for purposes of&e T&&s 
Clause, pro&ted expectations created by express statutory promise from “unilateral” or 
“abstract” projections), 

2. Submlsolon and Approval of PMAs before February 19,1998, Arc 
Antecedent Facts on Which FDA May Properly Rely In Applying 520(h)(4). 

When a change in law does not upset a protected right, expectation, or interest, that the law 
“draws upon antecedent facts for its operation” ddts not make it retroactive, w at 1499 
1~24. AS the Land,Taf Court noted, “even uncontroversially prospective statutes may unsettle 
expectations and imposa burdens on past conduct: a new property tax or zoning regulation may 
upset the reasotiblc expectations that prompted those affected to acquire property; a new law 
banning gambling harms the person who had begun to construct a casino b&e the law’s 
enactment or spent his life leaning to count cards.“ u 

FDA’s redlags.ification of lithotripters is analogous to these “uncontroversially prospect-kc” 
applications of law. In au action commenced in Febnrary, 1999, the agency used authority from 
a statute enacted in 1997 that became &ective on February 19, 1998. Although FDA’s action 
drew upon approvals under a difkent legal rule that engendered somewhat d.ifkrent 
expectations, this ancillary effect of FDA’s application of the new rule does not invalidate the 
primarily prospective operation of the Iaw iu facilitating certain post-FDAMA agency actions. 
a Mat 1499 (“[tlbc conclusion that a partic& rule operates “regoactively” comes at 
the end of a process of judgment concern.@ the nature and extent of the change in: the law and 
the degree of conndon between the operation of the new rule and a relevant past event.“) 

Your petition also arg&s that FDAMA’s delayed effective date indicates a Congressional intent 
that the law receive prospective application only, and cites several cases inferring prospective 
application from delayed effectiveness. (Petition at 6 - 7). Because FDA’s use of skction 
520(h)(4) to free data contained in lithotripter PM.& submitted in the early 1990s does not have 
a retroactive effect, FDAMA’s delayed effective date is not relevant to the validity of FDA’s 
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action. Moreover, section 501 was added late in FDAMA’s passage, and has no legislative 
hmy.‘ 

B. FDA's Interpretntian of Section 520(h)(4) is R&sonoblG 

Given no presumption against retroactivity applies because FDA’s application of section 
520(h)(4) has only a prospective cffkct, even assuming other plausible interpretations of the 
section exist, FDA’s reasonable interpretation is entitled to deference. Chevron U.S.-. v, . . . sources D&e Coupkil. Tnz, 104 S. Ct. 28 (1984); & v Nit ‘ng 
Services v. S&l&, 119 S. Ct 930,934 (1999); Skidmore v&j& & Co, 65 Sk 161 (19?$ 
(interpretive rules by administering agency receive degree of dcfcrence). ‘The agency’s 
cxmtruction of 520(h)(4) to free data contained in PMAs submitted after SbfDA & a 
conscientious attempt to balance the notice and fairness concerns of some sectors of the device 
industry with cffrciency and access concerns of the Agency and those manufacturers that may 
benefit from application of the use-ofdata rule. The Agency has struck this balanc? in a way that 
is consistent with the statutmy language and efkctuatcs the legislative purpose of the provision, 
Enhanced reliance on data previously reviewed by PX)A is also consistent with other provisions 
of FDAMA that encourage the “least burdensome” pathways to product development and 
approvaL 

III contrasq tho castruction urged by HIMA is inconsistent with the main effect of the provisioq 
which is to expaud access to PMA data by making it available regardless of how many 
submissions the agency receives for a particular device. Your petition argues that section 
520(h)(4) frees only data from PMh approved afk FDAMA’s efftive date, and use by the 
Agency of data from any otber PMA would be retroactive and illegal. This construction would 
not only deny the Agency use of its new authority for 6 years, but would permanently deprive the 
agency of access to data in any PMA approved before February 19, 1998, including data 
previously freed by the four-of-a-kind rule. The construction urged by HIM.& then, would 
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unsettle expectatioas by depriving later PMAapplicants, and the FDA, of the benefit of data the 
SMDA rule made available in the early 1990’s. 

In summary, section 2 16 of PDAMA pennits the agency, in conducting CcRain regulatory 
actions, to use date in PM& approved at least six years earlier. FDA may use this authority to 
free data contained in PM& approved before FDAMA’s effective date, although the agency is 
adopting an interpretation of the new legal rule to &ee only data in PMAs approved after 
November 28, 1990. This interpretation will result in the provision having a prospective effect 
only, so the provision will not trigger the presumption against retroactive law. The interpretation 
is a reasonable reading of an unclear provision, and merits deference. 

As you know, PDA concluded that there was sufficient irrformation to downclassify lithotriptors 
without relying on the data made available to the agency under section 216. The use of that data 
from other PMAs to provide additional suppofi for the downclassification, however, is an 
appropriate application of the new provision in light of the analysis presented above. CDRH 
reviews numerous PM& and requests for reclassification. Applying section 216 in the msnner 
described in this response will protect the legitimate proprietary expectations of certain 
marmfacturers while enwviry that other sponsors art able to get safe and effective products to 
consumers as effkicbtly as possible. 

For the reasons above, your petition is granted in part and denied in part. In light of the concerns 
raised by your petition, CDRH has issued guidance that will inform industry of the agency’s 
interpretation of this provision and its application to oaoing reviews. We are enclosing a copy 
of that guidance with this response. 

Sincerely yours, 

Linda S. Kahan 
Deputy Director for 
Regulation and Policy 
Center for Devicea and 
Radiological Health 

Enclosure 
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Guidance’ on Section 216 of the Food and . 
Drug Modernization Act of 1997 

I. INTRODUCTION 

This document provides guidance for industry and for FDA reviewers on the Food and Drug 
Administration’s (FDA) interpretation of section 2 16’of the Food and Drug Administration 
Modcmization Act of 1997 (FDAMA). The document demibes how the Center for Devices and 
Radiological Health (CD&W) will apply the new provision and explains why FDA, through 
CDRH, has adopted this approach. 

II. BACKGROUND 

Section 2 I6 of FDAMA establishes the six-year rule, under which: . 

(4)(A)Any information contained in an applicalion for premarket approval filed with the 
Secretary pursuant to section 5 1 S(c) (including information from clinical or preclinical 
tests or studies that demonstrate the safety and ef%ectiveness of a device, but excluding 
descriptions of methods of manufacture and product composition and other trade secrets) 
shall be available, 6 years after the application has been approved by the Secretary, for 
use by the Secretary in- 

(9 
(ii) 

(iii) 
(3 

approving another device; 
determining whether a product development protocol has been completed 
under section 5 I5 for another device; 
establishing a prrfotmance standard or special control under this Act; or 

- classifying or rcclassifjing~another device under ssction 5 13 or subsection 
mm 

(B) The publicly available detailed summaries of infotmation respecting the safety and 
effectiveness of devices required by paragraph (l)(A) shall be available for use by the 
Secretary as the evidcntiary basis for the agency actions described in subparagraph (A). 

Tbis provision repliced the previous section 520(h)(4)’ of the Food, Drug, and Cosmetic Act 
(FDCA), which was added by the Safe Medical Devices Act of 1990 (SMDA) and cstablishcd 
the four-of-a-kind rule for use of data in PMA applications. Under the four-of-a-kind rule, the 
kgcncy could use data contkned in any filed PMA application 1 year after FDA had approved 

' rhls guidance document represents the Agencyvr current thinking on the 
incerpreracion of section 216 of the Food and Drug Administration 
ModernitaCion Act of 1997. It does not create or confer any r!lghts for or an 
any person and does not operate to bind FDA or the public. An altcrnacivc 
approach may be used if such approach satiefies the requirements of the 
applicable stacuce. regulations, OT both. 
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Preface 

Public Comment 

Until [date 90 days from release date]. comments and suggestions regarding this 
document should be submitted to Docket No. [&ill in number], Dockets 
Management Bnnch, Division of Managcmcnt Systems and Policy, Ofice of 
Human Resources and Management Services, Food and Drug Administration, 
5630 Fishers Lane, Room 1061, (HFA-305), Rockvillc, MD 20852. Such 
comments will be co&dered when determining whether to amend the current 
guidance. 

After [date 90 days from release date], comments and suggestions may be 
submitted at any time for Agency consideration to: [name of individual or 
originating organization, mail code, and address]. Comments may not be acted 
u+n by the Agency until the document is next revised or updated For questions 
regarding the USC or interpretation of this guidance contact Robert R Gatling, lr. 
at 30 I -594-l 190 or by electronic mail at RRG@CDRl-I.FDA.GOV. 

Additional Copies: 

World Wide WebKDRH home page at http://wvnv.fda.gov/cdrh or CDRH Facts 
on Demand at l-800-899-0381 or 301-827-01 Il. specify number 1135 when 
prompted for tile document &elf number. 
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the fourth device of a kind.2 The four-of-a-kid provision also contained dctniltd rules for its 
application to &a in applications approved before SMDA’s effective date. The SMDA 
provision replaced section 520(h)(3), which was enacted with the Medical Dcvicc Amendments 
of 1976 (MDA)P Under the MDA IUIC, the agmcy could not use data in one Ph4A to establish 
the safety or effectiveness of any device other than the one for which the data was submitted. 

1 The u6c of doco provision enacted with the SMDA provided: 

my information concalned in an applicaCion for prcmarket approval 
Filed with t:he Sacrctary pursuant to section 515(c), including clinical 
and preclinical teBca or 6cudics, but excluding descriptions of meChOd6 
of manufacture and product composition, that demonstrates the safety 
and effectiveness of a devices shall be available 1 year after the 
original application for the fourth devices of a kind has been approved 
by the Secretary, for use by the Secretary in approving devices, or 
determining whether a product dcvelopmerx protocol ha6 been completed, 
under secrion 515, establishing a performance standard under section 
514, and reclaocifying devices under subsection8 (e) and (f1 of section 
513, and subsection (1) (21. ,... 

(B1 The Secrerary. contemporaneously with the approval of the 
fourth device of a kind, shall publish an order in the Federal Register 
Identifying the four devices of a kind that have bcsn approved under 
section 515 and the date on which the data contained in the premarket 
approval applications will be available to the Secretary for use, as 
described in subparagraph (A). 

(C) The publicly available detailed sumneries of information 
respecting the safety and effectiveness of devices required by 
paragraph (l)(A) shall br available for ume by fho Secretary as the 
evldentiary basis for the regulatory action described in subparagraph 
(A) . 

ID) (i1 Thir paragraph Shall become effective-- 
(1) on November 15. 1990, for devicea for which four 

devices of a kind were approved on or before December 31, 1987, and 
(II) on November 15, 1991, for devicee not deecribed in 

subclause (I) . 
(ii) For each device described in clause (i) (I) the Secretary 

shall publish a notice in the Federal Register setting forth the date, 
vhich shall not be earlier than 1 year’after the date of the notice, 
that tha data identified in subparagraph (A1 shall be available for the 
use of the Secretary. 

(E) (i) Except, as provided in clause (li), the approval date of a 
device, for purposes of thio paragraph, shall be the dam of the leccer 
of the Secretary to the applicant approving a device under section 515 
and permitting the applicant to commercially dietributa the device. 

(ii1 For each device6 described in subparagraph(D) (i) III) for 
Which the original application for a fourrh doJicc of a kind is 
approved by the Sscrmtory bmforr November 1, 1991, the approval date of 
the fourth device of a kind 6hall be deemed to be November 15, 1991. 

IF') Any challenge to an order under subparagraph (B) shall be 
made not later than 30 day6 afccs rhc date of the Federal Rsgister 
notice referred to in euch subparagraph. 

Section 520(h)(3), enacted'with the MDA, provided; 

4 
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Coagress provided littlc explanation of lhe 6-year data use provision in FDAMA’s 
lcgislatjve history. The legislative bistorics oFthe MDA and SMDA, however, each contain 
discussions relevant to the USC of data provisions in those laws. & S. Rcpt. 1\Jo. 513,lOlst 
Cong., 2d Sess. 24 - 26 (1990); H. Rept. 808, IOlst Gong, 2nd Sess. 27 - 28 (1990); I-I. Rcpt. No. 
853,94th Cong., 1st Scss. SO(l976). These discussions provide a general insight: namely. that 
althOugh legal rules facilitating market entry can harm fledgling industries, in strong, established 
markets. such rules will generally benefit both industry and consumers. In 1990, the device 

industry was stronger than it had been in 1976. By 1997, the industry was even stronger. B )I. 
Rept. 307, 105th Gong., 1st Sess. 14 (1997) and better able to prosper without the aid of anti- 
competitive rules. 

The Center never applied the SMDA fdur-of-a-kind provision; however, CDFU4 used its 
new PDAMA authority in its proposed reclassification of extracorporeal shock wave litbotriptors 
fear fragmenting kidney and ureteral calculi from class III to class II. h 64 Federal Register 
5987 (February 8,1999). Allhough CDRH believes it had sufficient data to reclassify ’ 
lithotriptors without using its authority under the new section 520(h)(4), this authority, ‘by freeing 
data in five PM& approved in 1991, provides additional support for the reclassification. 

Before and since CDRH published its proposed reclassification, the Center received 
several letters from associations of medical device manufacturers advocating particular 
constructions of section 2 3 6. One association believed the provision allowed CDRH to rely on 
data in PMAs approved any time 6 or more years have passed; one association, which submined 
a citize& petition (see Docket Number 99P2725) outlining its views, believed the provision 
allowed CDRJJ to use only dara in PMAs approved after FDAMA’s effective date. 

III. STATUTORY INTERPRETATION 

CDRH is issuing this guidance in rcsponsc to the conflicting interpretations of section 
216 regulated indushy has advanced. CDRH has concluded that it will apply section 216 to free 
data only in PM& approved after November 28,1990, tbc date of enactment of the SM.Dk The 
.agency does not intend to use data in PMAs approved before that .date, other than data that would 
be available to the Center without the authority granted by section 216. 

Several Sctors have led CDRH to develop this approach to application of section 2 16. 
A critical factor to consider was the language of the provision itself. CDRH believes the 
interpretation it has adopted is consistent with Congressssional intent as expressed in section 216, 
but recognizes some parts of the industq believe the language supports a different interpretation, 

any infonkation respecting a devices which ir made available pursuant 
to paragraph (11 or 12) of this rubswtion (A) tdora;lled summaries of 

.safety and effectiveness made publicly available1 may not be used CO 
establish to safety or effectivcriess of another device for purposes of 
this Act by any person other than the person who submitted the 
informacion so made available, and IB) shall bu made evailsble subject 
to subsection (c) of this section. 

5 
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and some believe the provision is ambiguous. CDRH discussed at length some of the legal 
’ issues raised by its interpretation of section 216 in its rcsponsc to the citizen’s petition on the 

’ subject, on file with FDA’s Dockets Management Branch (see Docket Number 99P2725). 

Another important consideration was fairness. Sponsors of applications approved before 
S&DA’s enactment cxpcctcd, at the time their applications were approved, that CDTZH would not 
use the data they submitted to evaluate a competitor’s product. This expectation was created by 
express language in the MDA of 1976. The four-of-a-kind rule unsettIed these expectations by 
fiecing data contained in PMAs approved before S&IDA and created a new set of rules 
concerning data in PMAs approved after the new law. Beginning November 28.1990, 
manufacturers of all as-yot unapproved medical devices had advance notice that the agency 
could use data contained in their ap$oved PM+4 applications following approval of the third 
additional PMA for a device of lhe same kind, in accordance with the rules of Ihe four-of-a-kind 
provision. Manufacturers may have anticipated that the SMDA rule would result in an extended 
or permanent period of protection for data contained in the applications of devices unlikely to be 
the subject of four ot more applications. The SMDA, however; created no settled expectation of 
data protection OD which manufacturers of such devices could reasonably rely, as medical 
advances, new technologies, and a variety of other market forces will affect the number of PMAs 
the agency receives for a device. 

A third consideration was the interest of CDRH and sponsors of new submissions in 
access to data from earIier PIUS, an intcrcst that seems particularly important to understanding 
the successive use-of-data provisions in the FDCA. Given the restictive, contingent, and 
complex data USC provision section 216 replaced, the purpose of the new, rclativcly permissive 
rule appears to be to facilitate informed decision-making in several areas of device regulation by 
allowing greater access to PMA data. Enhanced reliance on data previously reviewed by FDA is 
also consistent with other provisions of FDAMA that encourage tbc “least burdensome” 
pathways to product development and approval. This consideration, then, not only reflects a 
reasonable policy goal of the Center, but also accords with the trend in the FDCA device 
piovisions of increasjngly relaxed data-use. 

A final important consideration was the need for rules that CM be understood by industry 
and applied by the agency. This administrative consideration combined with legal, fairness, and 
access conccms, was included in the agency’s approach to applying section 216. This approach 
is to USC section 2 1 G to fiec data in PMAs approved alter November 28, 1990, in reviewing 
prcmarkct submissions, classification and reclassification, and establishing special coatrols and 
performance standards for dcviccs, but to forego use of data in PIHAs approved before that date. 

PROCEDURES FOR USE OF DATA FROM APPROVED PMAS 

A. For what purpose can CDRH use data made available by the revised section 
520(h)(4)? 

lnjormation available for use.under the revised section 520(h)(4) may be used to: 

1. approve another applicant’s device; 
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2. detcrminc wh@er another applicant’s product development protocol has been 
completed; 

3. establish a perfortnancc standard or special control; or 

4. classify or reclassify another device under section 513 (Classification of Devices 
Jntended for Human Use) and section 520(l)(2) (Transitional Provisions for Devices 
Considered as New Drugs or Antibiotic Drugs). 

Jnfonnation that can be used -in support of the above includes data f?om clinical and preclinical 
tests or studies that were used to demonstrate tbc safety and effectiveness of a device. In 
addition, FDA may now use Ibe publicly available detailed Summary of Safety and Effectiveness 
Data (SSED) required by section 520(h)(l)(A) as the evidentiaiy basis for any of Lhe above four 
actions. FDA may nof use information about the method of manufacture, product composition or 
other trade secrets found in the I’MA, unless the information is otherwise publicly available to 
the agency. A trade secret as defined in 21 CFR 20.61 may consist of any commercially 
valuable plan, formula, process, or device that is used for the making, preparing, compounding, 
or processing of trade commodities and that can be said to be the end product of cithcr 
innovation or substantial effort. There must be a direct ddionship between the trade secret and 
the productive process. 

Applicants who want CDRH to use data made available by FDAMA section 2 16 need to provide 
a detailed justification of how the information in the earlier SSED applies to the applicant’s 
device and submission. Jn addition, the applicant needs to dcscribe.how the devices are similar 
enou& to allow for the data from the earlier device to apply to the new device. 

. 

CDRH bclicves that, while the six-year provision may be used for 1 apd 2 above, it will be most 
usefil for CDRH and tie industry when it is used as a tool to initiate reclassification, to develop 
a standard or SpciaJ control, to develop new guidance documents for a specific device or to 
modify current guidance documents to reduce the burden of a specific device’s data 
requirements- Reducrion in the level of preclinical antior clinical data requirements in a 
marketing application will depend on the similarities in device chanctcristics and performance 
and the intended USC. 

B. How will six-year data be identified?. 

Applicants who want to use the six year provision to support their marktixig application (PMA 
or PDP) may identify pcdinmt sections of the SSED from an already approved device that tbey 
want CDRH to consider when reviewing their application for a new device. In addition, an 
interested person may identify information described in an SSED or other publicly available 
document (see “Supplements to Approved Applications for Class IJI Medical Devices: Use of 
Published Literature, Use of Previously Submitted Materials, and priority Review” available at 
httrr:/lwuw.fda.nov~ac~evid~) that they belicvc to be useful as a tool to 
implement reclassification prockdures, develop a standard or special conml, to dcveIop new 

7 



08/08/00 1O:lO 23 
08/07/00 la:42 EM 301 594 1320 EDA CDRH OCD 

&?jo1s/o1s 

litlola 

guidance documents for a specific device or modi current guidance documents to reduce data 
requirements. An inkrested person should discuss the use of this provision with the appropriate 
ODE review division. 

FDA may also, upon its own initiative, identify information available under the six-year rule for 
any of the uses authorized by the statute. FDA did identify such infomation in its proposal to 
downclassify lithotriptors. However, an applicanl or petitioner should not rely upon FDA lo 
identify useful data in any particular sitiation. 

C. Does the six-year data provision mean FDA can disclose data to my competitors? 

No. The six-year provision enables FDA to use certain data in taking the regulatory actions 
specified in 520(h)(4) of the act It dots not author& FDA to disclose data that would otherwise 
be protected from disclosure. Sponsors of competitor products may be able to benefit by relying 
on your data 6 years after FDA approves your PMA; however, they will not gain any new rights 
to see your data under this provision. 

D. How will T know when data In my approved PMA are used in support of an 
application, reclassification, if special control? 

FDA plans to identify in the SSED for the new device the PMA SSED number that contained the 
data that were used in support of a PMA or PDP application, reclassification petition response, 
or FR document announcing dcvelopmcnt of a special control. The agency is interested in 
receiving comments and suggestions on this proposed method of notification. 

E. How will use of these data rrlTect the conlidentiality of the data? 

Because section 520(h)(4) does not authorize FDA to disclose data, the provision does not 
compromise Lhe data’s confidentiality. Use of dataunder this provision does not constitute 
disclosure of the data to a member of the public, and does not make confidential data available to 
the public. 

FDA will train its review staff to determine what can reasonably bc considered relevant and least 
burdensome to the applicant and the agency in accepting prior testing available under the six- 
year rule. FDA will also instruct staff wilh regard to the limits of section 520(h)(4) of the act, 
which expressly exclude use of methods of manufacture and product composition atid other trade 
secrets from the kinds of data available under the six-year provision. CDRH review staff will . 
also be trained to consult with their suptisoxs, the Freedom of Information Staff, and the Office 
of Chief Counsel, when questions arise wilb respect to &is new provision 

Interested applicants may nlso contact the Propa& Operations Staff at 301-594-2186 or the 
appropriate division review staff for help with the scientific review requirrmcnts related to the 
d&cc and the USC of the six-year provision- 

8 


