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When the U.S. Congress passed the
Federal Technology Transfer Act
(FTTA}in 1986, the Cooperative Re-
search and Development Agreement

) } | (CRADA) program was born. The .

goal was to promote R&D collabora-
ticns berween the National Institutes
of Health (NIH) and private industry
to accelerate technology transfer.
CRADAS, however, have failed to
multiply at NTH because the admin-
istrative strucrure at each Institute
frequenily delays, discourages and

“tive intent for CRADAs.

destroys these agreements. General
Accounting Office (GAO) studies
quantified the problem. The question
is how to cure it?

The problem is that NIH has dis-
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| persed authority over sensitive legal
and commercial decisions regarding

CRADAs to administrators at each
NIH Institute, many of whom lack
the qualifications or experience tobe
effective. This dispersal of authority
causes delay and inconsistency in

oversight and intervention.

Marty believe the cure is to use the
expert staff at NIH’s Office of Tech-

of CRADAs, while allowing Insti-

ment. Such 4 restructuring would

By Bruce F, Mackler, Ph.D., J.D.,

Lifesaving discoveries at NIH would translate into clinical applications
sooner if NIH scientists and industry could quickly establishcollaborative
agreements. Many believe the answer is to let the Office of Technology
Transfer handle the complex legal and commercial facets of CRADAs,
st this overcoming unnecessary red tape and bureaucratic delays. Such a
“iestructuring would streamline the CRADA process, provide greater

CRADA negotiations, and prevents

nology Transfer (OTT) to handle the
complex legal and commercial facets

‘fute. administrators to perform the -
jobs at which they excel—supervi-’
sion, fraining and resource manage-

point
-~ of
view

often blocked by the Technology De-
velopment Coordinators {TDCs) at
their Institutes.

Many TDCs, the administrators
charged with encouraging and facil-
itating technology transfer, misinter-

t rp—
g M m

Natipnal Cancer

a

.

“consistency, effectiveness and oversight, and achieve Congress’ legisla-

pret their roles, and build internal
empires by controlling the progress
of agreements. They are neither
trained nor experienced negotiators,

yet they routinely try to negotiate

highly complex CRADAgs that have
broad scientific and commercial im-
plications.

* " Well-Meaning Dilettantes

A few TDCs understand their jobs”
as intermediaries and enthusiasti-
cally try to bring scientists, lawyers
and businessmen together rapidly,
and facilitate agreements without ex-
cessive administrative delay. Yet,
there are TDCs who, at best, are well-
meaning dilettantes who believe they
should engage in on-the-job legal

_training. Or, at worst, they are either
Short-sighted administrators who be-

lieve Congress is wrong to share sci-
entific discoveries with industry, or

~mnrictiral technocerats.,

NIH’s Cooperative Research & Development
Agreements Program Needs Some Repair Work

there remains a huge lack of trustand
productivity concerning the
CRADA process.

Fragmented Authority

The fragmentation and scattering
of NIH CRADA authority among 24

"TDCs is good reason for that lack of

trust and productivity. CRADA in-
dustry partners never know when a

TDC will destroy their commercial

investment in a CRADA, as hap-
pened when one TDC arbigarily de-
cided that publishing research results
did not affect worldwide patent
rights—and was wrong. In this situ-
ation, the TDC failed to adequately
use the internal resources of the
OTT. In another case, negotiations
dragged on for alimost a year, dimin-
ishing the value of the CRADA tothe

_indusiry partner.

At the NTH-PMA conference, the
new NIH Director, Dr. Bernadine P.
Healy, listed technology transferasa
top goal. She highlighted the factthat
the collaboration of NTH scientists
with industry directly benefits pa-
tients, and she stressed the need for

N | NIH w0 develop an agency-wide

strategy for technology transfer.

" A GAO report has found that
major provisions of the FTTA “stll
have not been fully implemented.”
The report described “burdensome
and time-consuming procedures™ as
big problems hampering CRADA
activities. In the words of the respon-
dents in the GAO study, the 1986
amendment to the FTTA “spawned
a bureancracy with no added value

.. and the CRADA process -

needs to be streamlined. Quantita-
tively, GAO found that 30% of the
failed atternpts to engage in tech-

-

-

nology transfer through a CRADA -

was adirect result of adminisirative
incompetence—everything gets
caught in a “bureaucratic maze.”
.For the CRADA program toreach
its full potential, Dr. Healy must re-
move the bureaucratic barrers built
by certain NIH Institutes and then
implement a coordinated structure to
bring CRADA and licensing to-
gether under OTT’s authority.

Business Community

The other side to the story is the
frustration felt by the business com-
munity, which genuinely wants to
conduct joint research with the gov-
ernment. They find that each
CRADA often riecessitates dealing
with a different TDC, Whose under-
standing of the law and atiitade to-
ward technology transfer is unpre
dictable or even conflicting. Also
CRADAs at some Institutes can taki
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tive intent for CRADAs.

destroys these agreements. General
Accounting Office (GAO) studies
quantified the problem. The question
is how to cure it?

The problem is that NIH has dis-
persed authority over sensitive Jlegai
and commercial decisions regarding
CRADAs to administrators at each
NIH Institute, many of whom lack
the qualifications or experience (o be
effective. This dispersal of anthority
causes delay and inconsistency in
CRADA nepotiations, and prevents
oversight and intervention.

Many believe the cure is to use the
expert staff at NIH’s Office of Tech-
nology Transfer (OTT) to handle the
complex legal and commercial facets
of CRADAs, while allowing Insti-
tute administrators to perform the
jobs at which they excel—supervi-
sion, training and resource manage-
ment. Such a restructuring would
streamline the CRADA process and
provide greater consistency, effec-
tiveness ard oversight, thus achiev-
ing Congress’ legislative intent for
CRADAs.

Red Tape

Lifesaving discoveries at NI
could be brought to market more rap-
idly if NIH scientists and industry
could quickly establish collaborative
agreements. Meanwhile, red tape
and bureaucratic delays cause prom-
ising discoveries to languish in some
NIH labs for want of CRADAs. Jap-
anese and European govemments,
on the other hand, have been collab-
orating closely with their domestic
companies to help commercialize re-
search developed in govemment

labs, as well as to acquire foreign -

technology. Other countries are difi-
genily removing governmental im-
pediments to collaboration with their
industries, rather than building bu-
reaucratic mazes to delay them,
"Under the CRADA program, en-
gineering and science professionals
have been eager to commercialize
the technologies they have devel-
oped. OTT’s equally skilled lawyers
and negotiators have worked effec-
tively 10 see that the govemnment’s
inteliectual property is commercial-
ized. However, eager researchers

| and their industry counte_rparts are.

Lifesaving discoveries at NIH would transiate into clinical applications
sooner if NIH scientists and industry could quickly establish collaborative
agreements. Many believe the answer is to let the Office of Technology
Transfer handle the complex legal’ and commercial facets of CRADAs,
thus overcoming unnecessary red tape and bureaucratic delays. Such a
restructuring would streamline the CRADA process, provide greater
consistency, effectiveness and oversight, and achieve Congress’ legisla-

. “There are quite afew TDCs who are

—_ H og

pret their roles, and build internal
empires by controlling the progress
of agreements. They are neither
rained nor experienced riegotiators,
yet they routinely try to negotiate
highly complex CRADAs that have
broad scientific and commercial im-
plications.

‘Well-Meaning Dilettantes

A few TDCs understand their jobs
as intermediaries and enthusiasti-
cally iry to bring scientisis, lawyers
and businessmen together rapidly,
and facilitate agreements withoutex-
cessive administrative delay. Yet,
there are TDCs who, at best, are well-
meaning dilettantes who believe they
should engage in on-the-job legal
raining. Or, at worst, they are either
short-sighted adminisrators who be-
lieve Congress is wrong to share sci-
entific discoveries with industry, or
egotistical technocrats.

According to one industry repre-
sentative, who has negotiated many
CRADAs over the past several years,

interested in getting technology on
the market, but they are far out-
numbered by the many peity empire-
building despots who see theirrole as
restraining the commercialization of
science rather than transferring life-
saving discoveries from laboratory 1o
patient.” '
For example, there are currently
several potentially useful cancer
treatrments that are not being com-
mercialized becanse of the slowness
of CRADA negotiations, unmneces-
sary bureaucratic delay and the reluc-
tance of TDCs to resolve issues ex-
peditionsly. One NIH insider said
there is “a blunting of the FTTA by
Institute administrators who actively
distrust collaboration,” thus delaying
the CRADA process because they
lack adequate understanding of the
‘concepis of technology transfer and
oversight. )
* Dr. D. Allan Bromley, the Direc-
tor of the Office of Science and Tech-
nology Policy (OSTP), has com-
mented on ‘the severity of the situa-
tion. At the NIH-PMA conference
last April, he asserted that although
most of the legal barriers to technol-

oogy . transfer have been removed,

NI W USYLIVY @il wgwiaw g
strafegy for technology transfer.

A GAO report has found that
major provisions of the FTTA “stll
have not been fully implemented.”
The report described “burdensome
and time-consuming procedures” as
big problems hampering CRADA
activities. In the words of the respon-
dents in the GAO study, the 1986
amendment to the FITA “spawned
a bureaucracy with no added value

.7 and the CRADA process
needs to be streamlined. Quantita-
tively, GAQ found that 30% of the
failed atternpts to engage in tech-
nology transfer through a CRADA
was a direct result of administrative
incompetence—everything gets
caught in a “bureaucratic maze.”

For the CRADA program toreach
its full potential, Dr. Healy must re-
move the bureaucratic barriers built
by certain NIH Instimtes and then
implement a coordinated structure to
bring CRADA and licensing to-
gether under OTT’s authority.

Business Conununity

The other side to the story is the
frustration felt by the business com-
munity, which genuinely wants to
conduct joint research with the gov-
ernment. They find that each
CRADA often necessitates dealing
with a different TDC, whose under-
standing of the law and attitude to-
ward techriology transfer is unpre-
dictable or even conflicting. Also,
CRADAS at some Institates can take
9-14 months 1o complete, which is
unacceptable to companies and has
caused deal-killing delays in several
instances.

The most important asset that
government technology transfer
(through a2 CRADA) offers compa-
nies is access to advanced technol-
ogy. However, this advantage is frit-
tered away by the multitude of hands
through which an agreement must
pass. By the time many CRADASs get
approved, the technology already
has moved on. ,

PDelays are often fatal when there
are unplanned personnel changes, as
recently happened at NCI. All un-
completed agreements go into limbo
until the new people make their re-
views. This manifold layer of review
is perhaps the most important reason
to consolidate the negotiation and
approval process. The simation at
NCI became so entrenched that sev-
eral researchers there assert “they
will never do another CRADA.” In-
stead, cut of frustration, they plan to
use informal research activities with
outside groups.

" A number of companies that have
dealt with NCI have expressed sim-
ilar views, along with a reluctance to
work with the Institute, One CEO,
whose company has CRADAs with

——ﬁ—ﬁ

-




sveral NIH Institutes, ihcluding

iCI, said that getting an NCI-

‘RADA approved took the longest..

o long, in fact, that he is discour-:
ged from working with NCI agam._ ‘

. No Proaclwe Monitoring .
Another serious drawback to the

urrent process is that the dispersal of
uthority to each Institute makes’
wersight and consistency impossi- ;
le. OTT has no way of proactively |-
nenitoring how effectively TDCs, |
re protecting the government’s in-+

ellectual property-—they only, find:
mt when there is a problem..One

ndividual at NIH put it bluntly:: :
Oversight of CRADAs is ineffec-’
ive. Because TDC management ¢ of "

he CRADA is not centralized. and
mifortn, it generally exists as crisis

nanagement not proactwe pl‘O'

ram-wide strategy

Inconsistency in the management '

f CRADAS is best exemplified by

he different ways in which the Insti- |

utes fund patent prosecution. Each-
mistitute’s ability to exercise individ-
sal control over patenting decisions
1as frustrated OTT"s efforts to mount

i effective licensing program. Asa.

result, OTT s success in obtaining a
patent worth licensing depends upon
fuck, not planning.

“Lack of funding for patent prose-
cution, and the use of different fund-
ing mechanisms by each NIH Insti-

tute, are additional roadblocks to
technology transfer. Some example.sl
will serve to illustrate the problem.

_nahon in patent prosecution dimin

often lack the money to afford the

upfront costs associated with the pa-
-tent process. In addition, any valy--
able research they may be carrying
-out will be left unprotected. The sit-_ -

_uation is extremely discouraging'to’ |
‘scientists. One cancer researcher;
‘said, It is not worth doing the work: |’

AL

since I keep finding that my lab bud-,_h
getgets s1phoned off to pay for pros
ecutlon. B
Thus; at; NCI, the lack of cool
ishes lab productivity and the attra
_tiveness of its research to industry!

tml ‘much like the system at most
e ;

otherkey goal for TDCs. But the case

tutes appears to be the rule rather than

“NIH should set up a central: patent: |’
prosecutmn fund under OTT’s con-:

L- Helpmg NIH scientists find com:'-
‘mercial. opportunities for joint’re:
‘search with industry should be:an:;

of a TDC at one of the largest Insti~

the exception. She is so busy at-.

temptmg to get agreemem.s gomg,
‘thatshe *has no time to work with the

. investigators, or check up on them.”

Regarding oversight, anotherTDC,
who:works_with many researchers
“and mduslry representatives, said she
“hasto?

“since; [she] spends her time putting -

these agreements together, not pohc-
mg col]aborators and smentmts.,g_%?
- Thus; Lhe govemment is suscept

b]e tothe predations of sophisticated |
mdustry collaborators who lookifor |
-advantages 1o benefit their compa- i

. they are trained to dojNIH, ;|°
“therefore; shoutd use OTT personnel He

iwith, 3lar commercial and'»lega
trammg 1o ba]ance such negoueuons

i
-rSolvmg the Problem f i

’lu_uon to most of the’pr
lems isnat to eliminate TDCs; but 10

utilize them in the role for which’ they_';,
. were trained-—scientific administra- -

tion: Freed from managing the’ legal

‘and commercial details of negotiat-'
mg CRADAs, TDCs would have the

time to supervise Institute researc_h—

*trust them to do the nghtthmg 15

tive in; spottmg potentai
technologl A

fia
atent: tetléﬁ’ ashin
th 1‘!’%' W o hes

amcaunse

The Institute of Allergy and Infec--
tious Disease and the National Insti- -
tute of Mental Health are two very-
productive Institutes. Funding from.
a central. budget spread across the’
‘entire; Institute permits decisions,,‘
‘based on the overall portfolio of pat-. |
entable technologies, and allows the
establishment of uniform policies on
such matters. .
::e Other Institutes and Centers, like
NCl,}pay for patent prosecution di- -
‘tectly from the lab budgets of indi-

vidual investigators. This elfectively
 shuts out smaller labs because they

TR






