
I S P L AY I N G I N V E S T I G AT I O NA L and unap p rove d
d evices at trade show s , in directed mailings,
and on the Internet is important to the vitality
of the medical device industry. For instance, t o
at t ract investment cap i t a l ,m a nu fa c t u re rs need
to educate potential inve s t o rs about the kinds

of tech n o l ogy under development. In add i t i o n ,n ew devices often
re q u i re substantial capital outlays by purch a s e rs , who can use ad-
vance know l e d ge of upcoming devices to plan for this type of
p u rch a s e. Fi n a l ly, p roduct development can benefit from early
fe e d b a ck from potential users and the scientific commu n i t y.
E ven the display of a device with a pending 510(k) submis-
s i o n—t h at is, a device that may be a new brand of an ex i s t i n g
t e ch n o l ogy—a l l ows the manu fa c t u rer to hit the ground ru n n i n g
with sales after re c e iving cl e a rance and thus to compete better
with existing bra n d s .

Awa re of the importance of such pre m a rket ex h i b i t i o n , F DA
p e rmits the display of inve s t i gational and unap p roved medical
d evices. But the age n cy has its concerns and there fo re limits
s u ch display. One concern is that a sponsor of an inve s t i gat i o n-
al device may be a biased source of info rm ation with an intere s t
in making claims for the device beyond wh at the clinical tri a l
d ata support. A l l owing sponsors to put their own spin on re-
s e a rch re s u l t s , the age n cy believe s , could undermine the impar-
tial scientific eva l u ation of inve s t i gational devices. It also could
a l l ow sponsors to cre ate false or misleading impressions ab o u t
a device among potential users , i m p ressions that the age n cy
fe a rs could be difficult to dispel if the device is later ap p rove d
for more limited use. 

Another concern applies to the display of marketed devices that
are under investigation for a new use or that have a 510(k) pend-
ing for such a use. Because FDA does not reg u l ate the practice of
m e d i c i n e, u s e rs can engage in off - l abel uses without interfe r-
ence from the age n cy. FDA fe a rs that displaying marketed dev i c e s
for new uses may encourage such off-label uses before the agen-
cy has evaluated their safety and efficacy.

F DA’s ap p ro a ch to the display of inve s t i gational and unap-

p roved devices rep resents an attempt to balance these compet-
ing concerns. This art i cle discusses FDA’s current policies, p o s-
s i ble revisions to them as part of a compre h e n s ive trade show com-
pliance policy guide (CPG) now under rev i ew at the age n cy, a n d
the emerging question of how the policies ap p ly to the Intern e t .

Displaying Investigational and
Unapproved Medical Devices
According to FDA Polic y
Manufacturers who follow FDA’s policies when showing investigational or unapproved
devices—whether at a trade show or on a Web site—can avoid arousing the agency’s suspicions.
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DEVICES WITH 510(k) SUBMISSIONS PENDING

Since 1978, F DA has permitted the display and adve rt i s i n g
p rior to cl e a rance of devices with pending 510(k) submissions.
This policy is set fo rth in FDA’s CPG 7124.19, wh i ch stat e s :

Although a fi rm may adve rtise or display a device that is the subject of

a pending 510(k)—in the hope that FDA will conclude that the device is

s u b s t a n t i a l ly equivalent to a preamendment device—a fi rm may not take

o rd e rs or be prep a red to take ord e rs that might result in contracts for sale

for the device unless limited to re s e a rch or inve s t i gational use.1

Th u s , a device with a pending 510(k) may be displayed and
a dve rtised if the manu fa c t u rer does not solicit or accept any
p u rchase ord e rs. In add i t i o n , all claims made about the dev i c e
must adhere to the intended use for wh i ch the 510(k) notifi-
c ation is pending.

F DA is considering revising the CPG to re q u i re that dev i c e s
with pending 510(k)s be displayed with the label “ Pe n d i n g
5 1 0 ( k ) , not ava i l able for sale within the United Stat e s .”2 This re-
vised label would send a clear message to potential purch a s e rs
about the status of the dev i c e. Some manu fa c t u re rs alre a dy use
s u ch a label to prove they are not soliciting sales. 

F DA is also rev i ewing whether to libera l i ze its policy by al-
l owing the display of uncl e a red devices befo re the submission
of 510(k) notifi c at i o n s , so long as manu fa c t u re rs are prep a re d
to provide upon request “ re a s o n able assura n c e s ” of intent to
submit them.3 S u ch a re l a x ation makes sense because there is
little reason to prohibit display while a manu fa c t u rer prep a re s
a 510(k) notifi c at i o n , as opposed to re q u i ring the manu fa c t u re r
to wait until after it has been submitted. Howeve r, the rev i s e d
p o l i cy will not be wo rth mu ch to manu fa c t u re rs if they mu s t
p roduce a mountain of evidence to prove their intention to
submit 510(k) notifi c ations. For instance, F DA has consid-
e red re q u i ring manu fa c t u re rs to produce their substantial
e q u ivalence dat a .4 B u t , as a practical mat t e r, this ap p ro a ch
would pre clude manu fa c t u re rs from displaying devices until
their 510(k) notifi c ations we re almost complete and might
even deter them from taking adva n t age of the policy at all fo r
fear of opening themselves up to a potentially intru s ive pre-
submission rev i ew of their data. A better solution would be to
re q u i re manu fa c t u re rs to provide upon request written cert i-
fi c ation of intent to submit 510(k)s for displayed devices. Th e
c e rt i fi c ation would prove a manu fa c t u re r ’s intent while elim-
i n ating the need for an unwieldy eva l u ation of its substantial
e q u ivalence dat a .

INVESTIGATIONAL DEVICES

Under the Code of Fe d e ral Reg u l at i o n s , 21 C.F.R. 812.7, a
d evice studied under an ap p roved inve s t i gational device ex-
emption (IDE) ap p l i c ation may not be rep resented as safe and
e ffe c t ive for its inve s t i gational use or otherwise promoted until
after FDA has ap p roved it for commercial distri bution. In 1985,
F DA issued a guideline cl a rifying that a sponsor may publ i c i ze
the ava i l ability of an inve s t i gational device to re c ruit cl i n i c a l
i nve s t i gat o rs for proposed or ongoing clinical tri a l s .5 The re-
c ruiting process can incl u d e, among other activ i t i e s , d i s p l ay-
ing the dev i c e. The guideline indicates that a sponsor should:

1. Announce the availability of the device only in medical and scientific

publications or at medical or scientific conferences whose readership or

audiences are composed pri m a ri ly of ex p e rts qualified by scientific t ra i n-

ing and ex p e rience to inve s t i gate the safety and effe c t iveness of d ev i c e s .

2. State in clear terms that the purpose is only to obtain investigators and

not to make the device generally available. Enrolling more investigators

or subjects than necessary to evaluate the safety and effectiveness of the

device will be considered promotion or commercialization of the device.

In add i t i o n ,p romoting ava i l ability of the device to obtain additional s p o n-

s o rs may be considered promotion or commerc i a l i z ation of the d ev i c e.

3. Limit the info rm ation presented in any notice of ava i l ability to the fo l-

l ow i n g : the name and add ress of the sponsor, h ow to ap p ly to be an in-

ve s t i gat o r, and how to obtain the device for inve s t i gational use. The no-

tice should further list the inve s t i gat o r ’s responsibilities during the cours e

of the inve s t i gat i o n :n a m e ly, to await Institutional Rev i ew Board (IRB)

and FDA ap p roval befo re allowing any subject to part i c i p at e, to obtain

i n fo rmed consent from subjects, to permit the device to be used only with

subjects under the inve s t i gat o r ’s superv i s i o n , to rep o rt adve rse re a c t i o n s ,

to ke ep accurate re c o rd s ,a n d, m o re ge n e ra l ly, to conduct the inve s t i ga-

tion in accordance with the signed agreement with the sponsor, the in-

ve s t i gational plan, F DA’s reg u l at i o n s , and wh at ever conditions of ap-

p roval are imposed by the rev i ewing IRB or FDA .

4. Use direct mailing for the sole purpose of soliciting qualified ex p e rt s

to conduct inve s t i gations. (Note:An undirected mass mailing will not be

c o n s i d e red an ap p ro p ri ate means of soliciting clinical inve s t i gat o rs. Such

a mailing will be considered pro m o t i o n . )

5. Include the fo l l owing statement displayed pro m i n e n t ly and in print 

at least as large as the print in the notice: “ C a u t i o n — I nve s t i gational 

D ev i c e, Limited by Fe d e ral (or United States) Law to Inve s t i gat i o n a l

U s e.” ( N o t e : a cl e a r, u n e q u ivocal statement that the device is under 

i nve s t i gation and is ava i l able only for inve s t i gational uses should be

made in oral pre s e n t at i o n s . )

6. Make only objective statements concerning the physical nat u re of 

the dev i c e.

7. Ensure that no claims are made wh i ch state or imply, d i re c t ly or indi-

re c t ly, t h at the device is re l i abl e, d u rabl e, d ep e n d abl e, s a fe, or effe c t ive

for the purposes under inve s t i gation or that the device is in any way su-

p e rior to any other dev i c e.

8. Not present comparat ive descriptions of the device with other dev i c e s

but may include re a s o n ably - s i zed drawings or photographs of the dev i c e.

9. Not include information regarding pricing data but may include infor-

mation stating where such data may be obtained. A sponsor or investiga-

tor should not offer volume discounts for an investigational device. FDA

would rega rd such discounts as the promotion of an inve s t i gational dev i c e.

It would be naive to assume that sponsors display dev i c e s
p u rsuant to the guideline solely to re c ruit inve s t i gat o rs. In
fa c t , even FDA ge n e ra l ly accepts that a device may be dis-
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p l ayed while a PMA ap p l i c ation is pending, even if the IDE
s t u dy has closed and there is no longer any need to re c ruit in-
ve s t i gat o rs. FDA’s chief concern is that sponsors should ob-
s e rve the key provisions of the guideline—for ex a m p l e, t h at
the device should be labeled as inve s t i gational and that ac-
c o m p a nying written and oral statements do not claim that the
d evice is safe and effe c t ive for its inve s t i gational use. FDA
is also like ly to object if a sponsor conveys price info rm at i o n ,
solicits or accepts ord e rs in anticipation of ap p rova l , or dis-
cusses the prospects for ap p roval. These practices are like ly
to lead the age n cy to conclude that the sponsor is pro m o t i n g
the dev i c e.

FDA’s revised trade show CPG may explicitly permit the dis-
play of investigational devices with an approved IDE if labeled
“ Wo rk in progre s s .” It also may allow the display of devices with

a pending PMA application if labeled “Pending PMA,not avail-
able for sale within the United Stat e s .” These revisions would help
end the current pretense in FDA’s written policy that investiga-
tional devices are displayed solely to re c ruit clinical inve s t i gat o rs .

If FDA requests clinical data in support of a 510(k) sub-
m i s s i o n , the prohibition in section 812.7 against pro m o t i n g
a device until after FDA has ap p roved it for commerc i a l
d i s t ri bution takes effect when the sponsor obtains an IDE,
even if the IDE is for a nonsignifi c a n t - risk study that does
not re q u i re advance ap p roval fro m F DA. As a legal mat t e r,
section 812.7 pro b ably ove rrides CPG 7124.19, wh i ch al-
l ows display and promotion of a device with a pending
510(k). The safest course for the sponsor, t h e re fo re, wo u l d
be to fo l l ow the rules for displaying inve s t i gational dev i c e s
rather than those for devices with a pending 510(k).

PREVIOUSLY APPROVED OR CLEARED DEVICES 
UNDER INVESTIG ATION FOR NEW USES

If a device has re c e ived 510(k) cl e a rance or pre m a rket ap-
p rova l , it may be displayed and promoted only for its cl e a re d
or ap p roved uses. Th e re can be no promotional display of in-
ve s t i gational or unap p roved new uses. The age n cy fe a rs that
because the device is alre a dy ava i l able for sale, the spread of
i n fo rm ation about a new use is like ly to encourage it. Th i s
c o n c e rn does not ap p ly if the marketed device cannot be
c o nve rted to the new use without modifi c ation by the man-
u fa c t u re r. The revised trade show CPG is almost certain to
c o n t i nue these policies.

DEVICE WITH FOREIGN APPROVAL ONLY

One issue FDA has not add ressed with published guid-
ance is whether a fo reign manu fa c t u rer that does not intend
to seek cl e a rance or ap p roval in the United States can display

its fo re i g n -ap p roved device at an intern ational trade show
held in the United States. Howeve r, the age n cy has stated in
an unpublished writing that such a device may be bro u g h t
into the country if certain conditions are met.6 Fi rs t , the de-
vice must be accompanied by entry fo rms that disclose its un-
ap p roved status. Nex t , the manu fa c t u rer must indicate that
the device is being imported solely for “testing or eva l u at i o n ”
and include a statement that remaining product will be de-
s t royed or ex p o rt e d. Furt h e rm o re, when the device is actually
on display in the United Stat e s , it must be labeled “Not ava i l-
able for sale in the United Stat e s ,” and no sales ord e rs may
be taken. FDA’s current ap p ro a ch will pro b ably be fo rm a l-
i zed in the revised trade show CPG.7 P re s u m ably, the same
p o l i cy will ap p ly to a device manu fa c t u red here for ex p o rt
o n ly. Otherwise, domestic manu fa c t u re rs would be unable to
s h ow their devices while fo reign manu fa c t u re rs could. Such
unequal tre atment would only encourage domestic manu-
fa c t u re rs to move off s h o re.
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FDA’s concern regarding a 
new use doesn’t apply if the 
preapproved device needs
manufacturer modification.

S u m m a ry of current FDA re q u i rements for the display of
i nve s t i gational or unap p roved dev i c e s .

Regulatory Status Type of Acceptable Labeling and 
Promotion while on Display

510(k) submission Promote only for intended uses
pending (no IDE and covered by pending 510(k)
device not available for submission.
sale in the United Stat e s )

Follow 1985 guideline and add

Approved IDE label, “Caution—Investigational
Device, Limited by Federal Law
to Investigational Use.”

Follow 1985 guideline and add
label, “Caution—Investigational

P M A ap p l i c ation pending Device, Limited by Federal Law
to Investigational Use.”

Follow 1985 guideline and add
label, “Caution—Investigational

510(k) pending (IDE)
Device, Limited by Federal Law
to Investigational Use.”

Already available for Promote only for previously
sale in the United States cleared or approved uses unless
but a new use is under the device would require modi-
investigation or FDA fication by the manufacturer to
review perform the new use.

Label device as “Not Available
for Sale in the United States.”

Foreign approval only If the device is manufactured
( n oI D E ,5 1 0 ( k ) , o rP M A abroad, may import with cer-
application pending) tification that it is for testing and

evaluation and will be reexported 
or destroyed afterward.

Foreign approval for a
use different from use Promote only for U.S.–approved
approved in United use.
States



An important cave at is that this policy remains subject to
the prohibition against off-l abel promotion. Th u s , if a de-
vice is cl e a red or ap p roved in this country for one use, i t
cannot be displayed at trade shows for another use that is
o n ly ap p roved ab ro a d. To be displaye d, the device must be
c o m p l e t e ly unava i l able for sale in the United States for any
intended use.

THE INTERNET

The Intern e t ’s intera c t ive browsing cap ability and the
multitude of Web pages that have sprouted for medical de-
vice manu fa c t u re rs cre ate an env i ronment stri k i n g ly similar
to a trade show. One could analogi ze Web pages to ex h i b i t
b o o t h s , with “ h a n d o u t s ” n ow downloaded by modem and
o ral discussion at the booth replaced by E-mail. For the
most part , F DA pro b ably does not need special rules to ad-
d ress the display of inve s t i gational and unap p roved dev i c e s
on the Internet. For ex a m p l e, s p o n s o rs should be perm i t t e d
to display inve s t i gational devices on Web pages intended to
re c ruit clinical inve s t i gat o rs as long as they fo l l ow the 1985
g u i d e l i n e.

Th e re are some aspects of the Intern e t , h oweve r, t h at will
c o m p l i c ate effo rts to ap p ly existing law. For one thing, i n fo r-
m ation on the Internet cannot easily be re s t ricted to specifi c
audiences. For ex a m p l e, because lay p e rsons have free access
to sites that are intended for re c ruiting clinical inve s t i gat o rs ,
s p o n s o rs cannot honor the 1985 guideline’s re q u i rement to
“[a]nnounce the ava i l ability of the device only in medical and
s c i e n t i fic publ i c ations or at medical or scientific confe re n c e s
whose re a d e rship or audiences are composed pri m a ri ly of ex-
p e rts qualified by scientific training and ex p e rience to inve s-
t i gate the safety and effe c t iveness of dev i c e s .” It is possible to
re s t rict access to a Web site, but only by pre a rra n gement with
those who are permitted access by being given a passwo rd. But
this kind of arra n gement undercuts one of the most useful fe a-
t u res of the Intern et —the ability to coord i n ate the activities of
a n o nymous individuals who did not know about each other’s
ex i s t e n c e.

The Internet also crosses intern ational boundari e s , t h e re-
by cre ating pro blems when ap p rovals in the United Stat e s
l ag behind those in fo reign markets. Vi d a m e d, I n c. (Menlo
Pa rk , C A ) , re c e ived a wa rning letter issued in Ju ly 1996 be-
cause its Web page made safety and effi c a cy claims about its
T U NA System for tre atment of benign pro s t atic hy p e rp l a s i a
( B P H ) , wh i ch did not yet have 510(k) cl e a rance from FDA .
A c c o rding to Vi d a m e d, h oweve r, the device had re c e ive d
fo reign ap p roval for BPH and the company was using its
Web page to  commu n i c ate with  fo reign dis tr i bu t o rs .
N o n e t h e l e s s , Vidamed discontinued its Web page until it re-

c e ived 510(k) cl e a rance for BPH from FDA in late 1996.
Ju d ging from the wa rning letter to Vi d a m e d, F DA’s position
ap p e a rs to be that a fi rm with a device cl e a red or ap p rove d
for use in the United States may not display a new use for it
on the Internet prior to cl e a rance or ap p rova l , even if that
n ew use has fo reign ap p roval. This position is in line with
F DA’s existing rule that a device alre a dy on the market in
this country may be displayed at trade shows only for its
cl e a red or ap p roved uses. Unfo rt u n at e ly, as the Internet be-
comes ever more integral to commerc e, this re s t riction could
i n c re a s i n g ly hamstring U. S. companies in fo reign marke t s .
U n able to display fo re i g n - ap p roved uses on their Web sites,
U. S. manu fa c t u re rs will have to compete against fo re i g n
m a nu fa c t u re rs not subject to this re s t riction. Nonetheless,
F DA is unlike ly to back dow n , because it is most concern e d
about a manu fa c t u re r ’s dissemination of off - l abel info rm a-
tion when a product is alre a dy on the market in the United
S t ates. Th e re is no obvious solution to this dilemma.

Fi n a l ly, the easy linkage among sites on the Internet tends
to blur the distinction between the display of the device at the
m a nu fa c t u re r ’s Web site and at other ones. If a manu fa c t u re r
p rovides a link to a site that it contro l s , t h at linked site pro b-
ably should be tre ated as part of the manu fa c t u re r ’s display,
mu ch like a second booth set up in a diffe rent part of a con-
vention center. On the other hand, p rohibiting manu fa c t u re rs
f rom establishing a link to an independent Web site arg u ably
i n f ri n ges upon the Fi rst Amendment rights of the manu fa c-
t u rer and of Web brow s e rs .8 To a lesser degre e, the same is
t rue of sites that a manu fa c t u rer underwrites but does not
p u rp o rt to contro l .

This tension is not unique to the Internet. The same issue is at
the heart of the intense controve rsy over FDA’s policy towa rd in-
d u s t ry support for continuing medical education and scientifi c
c o n fe rences and distri bution of journal art i cles and tex t b o o k
rep ri n t s .9 , 1 0 Wh at ever the final shape of FDA’s policy in this
a re a , it should be fe a s i ble to extend it re l at ive ly unch a n ged to In-
t e rnet links.

CONCLUSION

Although its trade show policy will be revised when the
final CPG is issued, F DA’s fundamental concerns are un-
l i ke ly to ch a n ge. Th ey can be summari zed as fo l l ow s : Fi rs t ,
if a device is on the marke t , it should be displayed and pro-
moted only for cl e a red or ap p roved uses. Second, i nve s t i ga-
tional devices should not be promoted or otherwise rep re-
sented as safe or effe c t ive. And fi n a l ly, if a device has a
510(k) pending, it should be displayed only for the intended
uses cove red by the submission. Manu fa c t u re rs who observe
these three tenets almost cert a i n ly will avoid running afo u l
of the age n cy when showing an inve s t i gational or unap p rove d
d ev i c e — whether the display takes place in a dow n t own con-
vention center or in cy b e rs p a c e.

REFERENCES

1 . “ C o m m e rcial Distri bution with Rega rd to Pre m a rket Notifi c ation (Sec-
tion 510(k)),” Compliance Po l i cy Guide 7124.19, R o ck v i l l e, M D, F DA ,
Ju ly 28, 1 9 7 8 .

2 . MDDI Rep o rts—“ The Gray Sheet,” Ap ril 17, 1 9 9 5 .

F D A  R E G U L A T I O N S

Although FDA is revising its trade
show policy, its fundamental
concerns are unlikely to change.



F D A  R E G U L A T I O N S

3 . MDDI Rep o rts —“ The Gray Sheet,” S eptember 11, 1 9 9 5 .
4 . MDDI Rep o rts —“ The Gray Sheet,” Ap ril 17, 1 9 9 5 .
5 . “Guideline for Prep a ring Notices of Ava i l ability of Inve s t i gational Med-

ical Dev i c e s ,” R o ck v i l l e, M D, F DA ,N ovember 1985.
6 . Letter from Byro n Ta rt ,d i re c t o r, p romotion and adve rtising staff, F DA

O ffice of Compliance, Center for Devices and Radiological Health, t o
Jo n athan Kahan, p a rt n e r, H ogan & Hart s o n , Wa s h i n g t o n ,D C , Feb ru a ry
1 6 ,1 9 9 6 .

7 . MDDI Rep o rts —“ The Gray Sheet,” Ja nu a ry 17, 1 9 9 4 .

8 . R e n o v. AC L U, 65 U. S. L . W. 4715, June 26, 1 9 9 7 .
9 . “ D raft Po l i cy Statement on Industry - S u p p o rted Scientific and Educa-

tional A c t iv i t i e s ,” Fe d e ral Regi s t e r, 57 F R: 5 6 4 1 2 .
1 0 . “A dve rtising and Promotion; Guidances,” 61 F R: 5 2 8 0 0 .

Jeffrey K. Shapiro is an attorney with the law offices of
Hogan & Hartson (Washington, DC). ■

Reprinted from Medical Device & Diagnostic Industry, October 1997
Copyright © 2000 Canon Communications LLC


