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Attached is our final report entitled, "Review of Public
Health Service Controls Over Technology Transfers and Royalty

Income." Qur review disclosed that the Public Health Service
(PHS) and its National Institutes of Health (NIH) did not have
adequat e: (1) accounting of the status of its patents;

(2) procedures to ensure that technology, once transferred to
the private sector, was devel oped, comercialized and
receiving its proper share of royalty incone; and

(3) procedures to ensure tinmely decisions and proper )
coordination for filing of foreign patent rights. W believe
that these were internal control weaknesses which net the
criteria specified by the Ofice of Managenent and Budget for
mat eri al weaknesses under the Federal Managers' Financial
Integrity Act (FMFIA), Public Law 97-255. The PHS had not
reported these material weaknesses under the FMIA

W recommended that PHS take the necessary corrective actions
to ensure that technology is transferred to the private sector
in an efficient and effective nmanner as intended by Congress
and that royalty opportunities are not needlessly lost. W
al so recommended that PHS disclose in its Fiscal Year (FY)
1991 FMFIA report that there were internal control weaknesses
and include corrective actions that have been taken, are
underway or planned. The PHS in response to our draft report,
stated that inprovenents and innovations have been nade which
have significantly changed the managenent and oversight of the
technol ogy transfer program and corrected the naterial
internal control weaknesses. According to PHS, it did not
include this matter in its FY 1991 FMFI A report. Because the
FMFIA legislation requires that material weaknesses be
disclosed in these reports, we believe that PHS should report
this matter in its FY 1992 FMFIA report. Also, the Departnent
of Health and Human Services requires that a review nust be
conducted within 1 year after material weaknesses are reported
as being corrected. The PHS stated that they will perform a
previously scheduled internal control review of this
programmatic area in FY 1992.
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We woul d appreciate being advised within 60 days of any
actions taken or planned on each recomendati on. If you have
any questions, please contact nme or your staff may call

Daniel W Bl ades, Assistant Inspector General for Public
Health Services Audits, at (FTS)443-3583.

At t achnent
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The designation of financial or management practices as questionable or a recommendation for the
disallowance of costs incurred or claimed, as well as other conclusions and recommendations in this
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M

)
K Richard P. Kusserow
3 ( INSPECTOR GENERAL
ko)

3

%,
'”R A-01- 90- 01502




SUMVARY

Qur review disclosed that the Public Health Service (PHS) and its
National Institutes of Health (NIH) did not have adequate:

(1) accounting of the status of its patents: (2) procedures to
ensure that technology, once transferred to the private sector,
was devel oped, commercialized and receiving its proper share of
royalty incone: and (3) procedures to ensure tinely decisions and
proper coordination for filing of foreign patent rights.

W believe that these were internal control weaknesses which net
the criteria specified by the Ofice of Mnagenent and Budget
(OwB) for material weaknesses under the Federal Managers'
Financial Integrity Act (FMFIA), Public Law 97-255. The PHS had
not reported these material weaknesses under the FMFIA  These
weaknesses, at the tinme, could have: (1) adversely inpacted the
agency's mssion of pronoting the transfer of technology needed
to maintain this country's conpetitiveness; (2) resulted in
significant royalty losses: and (3) nerited the attention of
seni or departnmental and congressional officials.

The intent of the Stevenson-Wdler Technol ogy |nnovation Act of
1980 was to assure that the results of Government conducted
research becone available to the commrercial sector and, thereby,
contribute to United States (U. S.) conpetitiveness in the world
mar ket pl ace. The Federal Technol ogy Transfer Act of 1986 (FTTA)
anended the Stevenson-Wdl er Technol ogy Innovation Act of 1980 by
providing for collaborative research by Federal |aboratories and
incentives for Federal enployees to pronote the transfer of
technol ogy through the sharing of royalty incone.

The objective of our review was to evaluate the adequacy of PHS
controls over the transfer of technology and the naxim zation of
royalty incone. Qur review focused primarily on NIH since it
accounts for about 85 percent of the PHS technology transferred
to the Departnment of Conmerce's (DOC) National Technica
Information Service (NTIS) for licensing and conmmercialization

Qur review disclosed that:

- The NIH was not aware that over 1,000 or 60 percent of
its patents had not been transferred to NTIS for
commercialization and in effect had been abandoned.
This was the result of NIH maintaining a decentralized
and informal record keeping system and not assigning
responsibility for conplete accountability of patents.
In Septenber 1990, N H began to account for al
patents. Until NH conpletes this process,
technol ogies on which significant CGovernnent funds were
expended for research and patent application renmain
| ost and unavailable to the general public. Furt her,
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inventors are not provided with an opportunity to earn
royalty income as an incentive to further their
scientific research efforts.

- Neither the PHS nor its NITH had procedures to nonitor
NTI'S performance and to enforce conpliance with PHS!
Menor andum of Understanding (MOU) with NTIS. W found
that NTIS did not: (1) nonitor |icensee product
devel oprent: (2) provide NIH with copies of |icensee
progress reports; and (3) conduct verification of
i censee product sales. As a result, PHS and NIH did
not know whether |icensees were devel oping and
commerci alizing technology as planned or reporting
accurate sales and appropriate royalties. The royalty
income was intended under the FTTA as an incentive to
scientists to increase the nunber of inventions, thus
pronoting the transfer of technology to help maintain
this country's world conpetitiveness.

- The existing NIH system did not ensure that valuable
foreign patent rights were protected prior to
est abl i shed deadl i nes. The val ue of patentable
inventions may be materially dimnished as a result of
lost foreign rights. This weakness contributes to
making U S. firnms |less conpetitive in the world
mar ket pl ace.

- The PHS has not conducted internal control reviews
under FMFIA for technology transfers and royalty
i ncome.

During our review, the NIH started corrective actions on the
above internal control weaknesses. These corrective actions

i ncl ude: the acquisition of a patent docketing system to account
for patents: the input of Patent Branch files into the new
docketing system the proposed transfer of the Patent Branch from
the Ofice of Ceneral Counsel (OGC) to NIH's Ofice of Technol ogy
Transfer: the inplenmentation of new procedures for foreign patent
rights; efforts to establish an electronic bulletin board
containing PHS inventions: and the services of a consultant to
review and establish Patent Branch procedures

The Ofice of Inspector Ceneral (OG recommended that PHS take
the necessary corrective actions to ensure that technology is
transferred to the private sector in an efficient and effective
manner as intended by Congress and that royalty opportunities are
not needlessly lost. W also recommended that PHS disclose in
the Fiscal Year (FY) 1991 FMFIA report that there were interna
control weaknesses in the technology transfer and royalty incone
areas which constitute material weaknesses and include corrective
actions that have been taken, are underway or planned. The PHS
shoul d al so conduct a detailed internal control review during
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FY 1992, to assure that these material weaknesses have been
corrected. The PHS generally concurred with the OG
recomendati ons and indicated they have taken or are taking
actions to inplement them The PHS comments, dated

Cctober 25, 1991, have been incorporated in the Agency Comments
and O G Response section of this report and are included in the

Appendi x.

The PHS did not agree that there are material internal contro
weaknesses in this program According to PHS, inprovenents and

i nnovati ons have been nade which have significantly changed the
managenent and oversight of the technology transfer program and
corrected the material internal control weaknesses. Because the
FMFIA legislation requires that material weaknesses be disclosed
in these reports, we believe that PHS should report this matter
inits FY 1992 FMFIA report. The PHS stated that it wll perform
a previously scheduled internal control review of this
programmatic area in FY 1992
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| NTRODUCTI ON

Qur review concentrated on NIH, the largest of PHS' eight

agenci es. W devoted our audit efforts to NIH's process of
transferring the results of Governnent conducted research to the
commerci al sector for devel opnent and commerci ali zation. The
objective of our review was to evaluate the adequacy of controls
over the transfer of technology and the maxim zation of royalty
income. We covered existing patents during the period from
Decenber 1989 through Decenber 1990.

BACKGROUND

The Stevenson-Wdl er Technol ogy |nnovation Act of 1980 nade
technol ogy transfer a mission of all Federal agencies conducting
research. The intent of the Act was to assure that the results
of Governnent conducted research are made available to the
commercial sector through patenting and licensing of inventions
and, thereby, contribute to U S. conpetitiveness in the world
mar ket pl ace. The FTTA anended the Stevenson-Wdler Technol ogy

I nnovation Act of 1980 by delegating authority to |aboratory
directors to enter into cooperative research agreenments wth
private firms. The FTTA also provided an incentive for Federa

| aboratories and enployees to pronote the transfer of technol ogy
through the sharing of royalties arising from |icensed

i nventions.

The transfer of technology from Governnent |aboratories to the
private sector is an involved process requiring patent
protection, a license with a private firm for comerci al

devel oprment, and the cooperation and coordination of severa
Covernnent entities. The patent is a property right awarded by
the Governnment, whereby, in exchange for the inventor's conplete
di scl osure of the invention, the CGovernnent grants the right to
exclude others from making, using or selling the invention for a
period of 17 years. Under international treaty, foreign patent
rights provide protection against foreign infringenent and nust
be filed within one year fromthe date of U S. patent filing.

The license is a legal agreenent used to transfer the right to
make, use or sell a product or process to the licensee in
exchange for royalties.

The cooperation and coordination of the CGovernnent entities
starts with the CGovernnent researcher/inventor who is responsible
for preparing an invention report. The PHS agency forwards the
invention report to the Departnment of Health and Human Services
(HHS) , OGC, Patent Branch, for patent application. The patent
application process includes a determnation of patentability,
drafting technical docunents, and filing the U S. patent
application with the DoCc's Patent and Trademark O fice. Once the
U.S. patent application is filed, HHS' OGC Patent Branch
transfers a copy of the patent filing to DOC's NTIS for |icensing
and commerci alization.



In 1988, the NIH established the Ofice of Technology Transfer

(OTT) within the Ofice of Intramural Affairs and the Institute
Technol ogy Devel opment Coordinator (TDC) position to facilitate
and coordinate the technology transfer process. The PHS has a

MOU with NTIS. Under the MOU, NTIS is responsible for:

(1) marketing and licensing of PHS intranural inventions

(2) licensee conpliance with product devel opnment and
comercialization plans; (3) the verification of product sales:
and (4) filing for foreign patent rights. In return, PHS

provi des paynent to NTIS for work perforned.

Wthin PHS, intranmural research is perfornmed primarily at the
NIH, the Al cohol, Drug Abuse and Mental Health Adm nistration
(ADAMHA) , the Food and Drug Admi nistration (FDA) and the Centers
for Disease Control (CDC). The NIH has an agreenent to manage
the technology transfer process for ADAMHA and CDC The FY 1989
PHS budget for intramural research was $967 mllion, with NH
totaling $777 mllion. The NIH is the Federal focal point for
health research and conducts intranural research in over 200

| aboratories within 12 institutes.

As of Decenber 31, 1989, PHS had accounted for 540 patents and
patent filings with 184 active |icense agreenments which generated
royalty incone of $4.8 million in FY 1989. Two exanpl es of
technol ogi es developed in NIH | aboratories, which have been
patented and licensed, are a test kit to detect Acquired

I mmunodeficiency Syndronme (AIDS) infected blood and a nethod for
t he devel opnent of an AIDS vacci ne

SCOPE OF REVI EW

Qur review was nade in accordance with generally accepted
Governnent auditing standards. The objective of our review was
to evaluate the adequacy of PHS controls over the transfer of
technol ogy and the naxim zation of related royalty incone. CQur
review focused primarily on NIH since it is the PHS agency which
accounts for about 85 percent of the technology transferred to
NTIS for licensing and conmercialization. Qur review primarily
covered existing patents during the period from Decenber 1989 to
Decenber 1990. However, selected audit procedures covered sone
patents prior to this period.

As part of our examination, we nmade a study and eval uation of
NIH's internal control structure to the extent we considered
necessary to evaluate the structure as required by standards for
governnental audits. For the purpose of this audit, we reviewed
the significant internal controls related to the technol ogy
transfer process. These include: NIl H managenent systens for
accounting for inventions and tracking the transfer of
technol ogi es; mnonitoring of NIIS performance: and the tinely
filing and preservation of foreign patent rights.



To acconplish our audit objective we reviewed:
- applicable statutes and regul ations:

- applicable policies, procedures and guidelines at N H,
ADAMHA, CDC and FDA;

- information systens used to account for the status of
transferred technology at OIT and the institutes; and

- selected records at eight NIH institutes,' the OIT, the
Patent Branch and the NTIS.

In addition, we interviewed officials from the NIH ADAMHA, FDA,
CDC, Patent Branch and the NTIS.

W were unable to obtain a reliable universe of patentable
technol ogy available for commrercialization due to the absence of
a managenent system at PHS or the NIH.  Accordingly, we perforned
sufficient audit tests under the circunstances to evaluate the
effectiveness of the internal controls nentioned above w thout
being able to fully quantify the potential effect of disclosed
weaknesses. Wth respect to foreign patent rights, we perforned
a limted review and did not perform independent verification of
publication dates or institute decisions to seek foreign patent
pr ot ecti on. W relied on available sunmary schedul es and
corroborating verbal evidence from responsible NH institute,
OIT, Patent Branch and NTIS officials.

Qur review was conducted at the NIH canmpus in Bethesda, Maryl and;
the OIT in Rockville, Maryland: the NTIS in Springfield, Virginia
and the OIG's Boston Regional Ofice between January and Decenber
1990. We discussed the prelimnary results of our review in
April 1990 with NIH officials and provided an early alert

menor andum in Cctober 1990. Subsequently, we reviewed corrective
actions taken in response to our early alert and conducted an
exit conference with NIH on April 1, 1991. On August 2, 1991, we
provided PHS officials with a draft report for their conment.
Their witten response, dated Cctober 25, 1991, has been appended
to this report (See Appendix). The PHS' relevant comments are

al so summarized in the Agency Comments and O G Response section
of this report.

' The eight NIH institutes are: (1) National Cancer
Institute; (2) National Institute of Alergy and Infectious
Di seases; (3) National Institute of Dental Research;
(4) National Institute of D abetes and Digestive and Kidney
D seases: (5) National Institute of Environnental Health
Sciences; (6) National Eye Institute: (7) National Heart, Lung
and Blood Institute; and (8) National Institute of Neurol ogical
Di sorders and Stroke.



FIL NDI NGS AND RECOMVENDATI ONS

Since the enactnent of the FTTA, the NH has established the OIT
and the institute TDCs to nmanage the anticipated increase in
inventions from intranmural research. However, our review

di sclosed that material internal control weaknesses existed at
the time of our review in the technology transfer process. W
found that PHS and its NIH did not have an adequate nmanagenent
information system to track or nonitor inventions from

devel oprment through patent application to |icensing,
commercialization and collection of royalties. Specifically, we
found that NIH did not have adequate: (1) accounting of the
status of its patents: (2) procedures to ensure that technol ogy,
once transferred, was devel oped, comercialized and receiving its
proper share of royalty incone; and (3) procedures to ensure
timely decisions and proper coordination for filing of foreign
patent rights.

During .our review, the NIH started corrective actions on the
above. These corrective actions included the acquisition of a
pat ent docketing system to account for its patents: the input of
Patent Branch files into the new docketing system the proposed
transfer of the Patent Branch fromthe O3C to NIH's OIT: the

i mpl ement ati on of new procedures for foreign patent rights;
efforts to establish an electronic bulletin board containing PHS
i nventions; and, the services of a consultant to review and
establish Patent Branch procedures. However, we determ ned that
additional corrective actions are still necessary.

ACCOUNTI NG FOR | NVENTI ONS

W found that NIH did not have controls in place to provide an
adequate accounting of the status of all patents. Specifically,
at the start of our review, NH maintained a decentralized and
informal record keeping system and did not assign overall
responsibility for conplete accountability of patents. As a
result, N H was not aware that approximately 1,000 or 60 percent
of its patents had not been transferred to NTIS for

comer ci al i zati on. During Septenber 1990, the OIT started a
process to account for the status of all patents. However, wuntil
OIT conpletes the process of full accountability, technologies on
whi ch significant Governnment funds were expended for research and
patent application remain |ost and unavailable to the general
publi c. Accordingly, the NIH has not fully conplied with the
intent of the Stevenson-Wdl er Technol ogy Innovation Act of 1980
and the FTTA which is to transfer technology to the private
sector for devel opnment and conmercialization and provide

technol ogy transfer incentives to researchers through royalty
opportunities.

At the start of our review, NIH's OIT was aware of only 540
i nventions which had been transferred to NTIS for
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comer ci al i zati on. The OIT was not aware of approxinmately 1,000
additional inventions for which the NIH had applied for U S

pat ents. Since there was no accountability, these additiona
1,000 inventions had not been transferred to NTIS

Prior to the establishnment of OIT and the institute TDCs in 1988
invention information, if any, was kept with the researchers at
the nunerous |aboratories and institutes. At that tine,

i ndi vidual researchers dealt directly with the Patent Branch, its
contract law firnms and NTIS. W were infornmed that nany
researchers preferred to conduct research and did not always have
the tine or inclination to follow the progress on patenting of
their inventions. The Patent Branch was responsible for
arranging for the patent applications, filing of U S. patent
applications by contract law firns and for submtting through its
contract law firnms a notice of patent filing to NTIS. However
there was no assurance that a notice of a patent filing was
submitted in all cases by the contracted law firmto NTIS to
initiate marketing activity. Nor was there adequate nonitoring
at NNH to ensure that NTIS received notice of all patent filings.

In 1988, the NIH established the OIT (formerly the Ofice of

I nvention Devel opnent) and the institute TbDcs. The OIT centrally
coordi nates invention devel opnent and facilitates technol ogy
transfer activities for NIH and other PHS agenci es under
agreenent (ADAMHA and CDC). The OTT's nmjor responsibilities

i nclude the devel opnment of patent procedures and nanagenent of
the Patent Branch. The OIT is also responsible for coordinating
a conprehensive data nanagenent system which is utilized as a
central repository for all PHS invention reports, with status
information on U. S. patent applications, foreign filings,
research agreenents, licenses and royalties. he TDCs serve as
coordinators for technology transfer within each institute. The
TDCs maintain the institutes' technology transfer records and
files, assure conpliance with transfer policies and procedures
and work with OIT, NTIS and the inventor regarding patenting and
licensing matters.

Since the establishnment of the OIT and the TDCs in 1988,
accounting for patents was done individually by the TDCs and
the OIT. The information was naintained by each group without
t he necessary checks and bal ances or controls to track and
moni tor nunerous inventions through the technology transfer

process. Further, this information, was only naintained on a
prospective basis fromthe time the TDC position and OIT was
established in 1988. Informati on on inventions or patent

properties that existed prior to and during part of 1988 was
incorporated into the current records only if that invention cane
up for discussion.

In 1989, one institute TDC performed a reconciliation in an
attenpt to account for the status of inventions for 1 of its 67
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| abor at ori es. This institute's technol ogy coordi nator conpared
its records with records maintained by inventors, Patent Branch,
OIT and NTI S. The reconciliation showed that 15 of the 76
inventions for this laboratory during the period 1984-1988 had
not been transferred to NTIS as intended. Another three were
noted as abandoned wi thout any explanation. The technol ogy
coordinator also perforned reconciliations for two of its
researchers who requested a status and inventory of their
inventions. These two reconciliations showed that 9 out of a
total of 28 patent filings had not been received by NTIS. Two of
the nine not received by NTIS occurred during 1989 after the
establishment of the OIT and the technol ogy coordi nator.

Anot her five were noted as abandoned wi thout any explanation

These reconciliations were a time consum ng exercise due to poor
record keeping by the Patent Branch. W found that inportant
papers and docunents were randomly dunped into case files, not in
any |logical order and not referenced to other related patents.

Al though the OIT and the institutes began to account for the
status of current inventions ona prospective basis in 1988, the
reconciliations show that current systens allowed sone inventions
with patent filings (at |least two 1989 inventions) not to be
transferred to NTIS.

In April 1990, we infornmed NIH officials of our tentative
findings relative to the absence of accountability for patents
including a potentially large nunber of cases that have not been
transferred for conmercialization. The NIH transmtted its
procurenment request for a docketing system in August 1989. Due
to procurenent delays, NH did not acquire a new docketing system
for entering all Patent Branch case file information unti

Sept eber 1990. The result was a data base containing 1,732
patents which was substantially greater than the nunber of
patents reflected in either of the inventories naintained by OIT
or NTIS. Using the August 1990 NTIS inventory listing of 717
patents, there is a substantial unreconciled difference of 1,015
patents. The OIT officials stated that the |arge nunber of
unreconcil ed cases and patents not transferred for
commercialization was greater than expected. As of Decenber

1990, the OIT was still in the process of determning the status
and potential for licensing and comercialization for these
patents. According to PHS coments (See Appendix), this task has
been conpl et ed.

The OIT officials have distributed the 1,732 cases to the various
institutes and NTIS for their review and anal ysis. Di scussi ons
with NTIS officials indicate that patent applications |ess

than 5 years old may have potential val ue. However, through
Decenber 1990, OIT had not established ml|estones or due dates
for the various parties to conplete the review and reconciliation
of these cases.



Al 't hough our review focused primarily on NIH patents, NH also
has technology transfer responsibilities for ADAMHA and CDC. In
addition, the FDA also conducts intranural research and utilizes
the Patent Branch and NTIS to transfer technology to the private
sector. The nost efficient and effective means in accounting for
the transfer of technology within PHS would be to centralize this
function for all PHS agencies, including FDA, within the OIT.

DEVELOPVENT, COWVERCI ALI ZATI ON__AND
ROYALTY | NCOVE OF TRANSFERRED TECHNOLOGY

Qur review of technology transferred to NTIS disclosed that PHS
and NIH did not have adequate controls to nonitor NTIS
performance for ensuring that technology was properly devel oped,
conmercialized and receiving its proper share of royalties. As
part of its MU with PHS, NIIS is to nonitor |icensees' product
devel oprent, provide NIH and other applicable PHS agencies with
copies of licensee progress reports and conduct verification of
i censees' product sales. Based on our limted review, we found
that NTIS was not performng these tasks. Further, neither PHS
nor NIH had procedures to nonitor NTIS performance. As a result,
PHS and NIH did not know whether the |icensees were devel opi ng
and commercializing technology as planned, or reporting accurate
sales and appropriate royalties. These weaknesses could result
in potentially valuable technology not being comrercialized and
potential losses in royalty inconme. Thus, these weaknesses
result in less incentives to Governnent researchers and have a
possi bl e negative inpact on U S world conpetitiveness.

The PHS entered into a MU with the NTIS to nake the results of
federally sponsored research available for the w dest possible
utilization in the shortest possible tinme. According to PHS
this could increase U S. econonic conpetitiveness and advance the
obj ectives of the FTTA, including incentives to CGovernnent

resear chers. Under the MU, NTIS is responsible for receipt and
managenent of issued patents and patent applications for
licensing, marketing inventions, negotiation of |icense
agreenents, reporting to PHS agencies, managenent and

adm ni stration of |icenses, and funds managenent and transfer to
PHS agenci es. In return, PHS is to provide paynent to NTIS for
work perforned under the MO, including direct salaries, support
staff, other direct costs, overhead and the cost of foreign
filings.

As part of the license agreenent, the licensee is required to
submit annual progress reports during the devel opnent phase to
the NTIS. These reports contain progress information on the
devel opment of the licensed technology into a marketabl e product.
The NTIS has the authority to terminate a |license agreenent if
the licensee is not conplying or does not develop the product
within the agreed to market plan tine frane. During the product
devel opnent phase, a licensee is required to pay a negoti ated
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annual rmai nt enance fee. Once a product is in production, the

licensee is required to pay royalties based on a percentage of
t he product sal es.

To determine if the NTIS was performng as required under its MU
with PHS and whether |icensees were conplying with the terns of
their license agreenents, we judgnentally selected 17 |icense
agreenments dated prior to 1987 for review at NTIS during Apri
1990. These exanples were selected to evaluate whether |icensees
were devel oping and conmmercializing the technology in accordance
with market plans which provide for product devel opnent periods
between 2 and 5 years. Eight of the 17 |icense agreenents
related to l|icensees who either devel oped and comrercialized the
technol ogy in accordance with market plans, or were identified to
termnated or expired |icense agreenents. However, we found that
the remaining nine licensees were w thout a product after the
devel opnment period stipulated in the |icense agreenent and had
not requested or received an extension. There was no evidence in
the files for these nine licensees to indicate that NTIS tried to
conduct discussions on the necessity to extend the product

devel opment period and related annual naintenance paynents. In
addition, these nine licensees did not submt all progress
reports as required.

Two exanples of the type of conditions we found are as follows:

- One license dated July 3, 1986, stated that the
licensee was to bring the invention to narket
within 2 years. W found no progress reports.

The NTIS official stated that this |icensee should
have been cited for default in 1988 and the
|icense agreenment term nated so other |icensees
could be solicited. W found no evidence that the
| icensee had requested an extension or anended the
| icense agreenent to develop this product.

- Anot her |icensee agreenent signed May 8, 1981,
submitted no progress reports or annual nmaintenance
payments since 1987. An NTIS official stated that the
licensee was in default with its agreenment which
specified a 5-year devel opnent period. The NTIS shoul d
have term nated the |icense. There was no evidence of
followup by NTIS to extend the devel opnent period and
rel ated annual nmaintenance paynents.

The OTT was unaware of which progress reports had been received.
The results of our testing show that neither PHS nor the NH
noni tored the devel opnment or commercialization of its

t echnol ogi es once they had been transferred to NTIS.



Regarding verification of product sales, it should be noted that
there were 34 |icense agreenents with product sales from N H

i nventions which generated $4.8 nillion in royalty inconme in
FY 1989. Al license agreenents contain a provision for the
audit and verification of product sales. In April 1990, NTIS
officials infornmed us that they had never audited or verified
sales to determne the appropriateness of reported royalties.
Subsequently, NTI'S requested DOC's O G to perform an audit of
royalty incone on one licensee and its sublicensees. The DOC's
O G staff inforned us that its audit disclosed approximately
$692, 000 of wunder reported royalties by the licensee and two of
its sublicensees.

As of Decenber 1990, OIT had not established procedures for
nmonitoring NTIS performance under its MOU. The OIT planned to
i npl emrent review procedures in FY 1991. In a Decenber 13, 1990
menor andum OIT stated that an additional staff person wll be
hired and assigned responsibility for tracking and review ng
progress reports. However, PHS in its comments to the draft
report, stated that DOC has |egal custody of the patent property
licensed by NTIS. The PHS believes that DOC should be
responsible for admnistration of its own |icensing program and
PHS expects to substantially discontinue the use of NTIS
licensing services during FY 1992.

FOREI GN PATENT RI GHTS

Qur review disclosed that NIH procedures were not adequate to
ensure that valuable foreign patent rights were obtained prior to
establi shed deadlines or publication and other disclosures. W
found 49 inventions where the Governnent's option to file for the
foreign patent rights had expired or the Governnent |ost the
foreign patent rights due to early public disclosure. As a
result, the value of patentable inventions to |icensees was
materially di mnished. Further, NH was not nmaximzing potential
royalty incone in order to provide the incentives for Federa

| aboratories and enpl oyees as intended under the FTTA Thi s
deficiency contributes to nmaking U S. firnms |ess conpetitive in
the world market pl ace.

Foreign patent rights are necessary to provide protection against
foreign infringenment. Under international treaty, foreign patent
rights are lost if foreign filings are not conpleted wthin

1 year fromthe date of U S patent filing. Forei gn patent
rights can also be lost if publication or other disclosure of an
i nvention occurs before the U S. patent application is filed.
Further, Federal regulations require that the Governnent's intent
to file for foreign patent rights nmust be communicated to the
inventor within 6 nonths fromthe US. filing date. O herw se,
the Governnent's option to file for the foreign patent rights
expires and the inventor obtains the right to file. The



CGovernnent's option to file for foreign patent rights after this
6-nmonth period can be regained only if the enployee/inventor
agrees to waive the foreign patent rights.

As shown below, we determined that there were at |east 49
instances involving eight institutes, during the period

January 1985-May 1990, where NIH either let the option to file
for foreign rights expire, or lost the foreign patent rights due
to early public disclosure.

Failure to ntain Foreign Patent Ri ghts

No. of

Reason Instances
Option to file expired 39
Foreign rights lost due to public disclosure 10
Tot al 9

W limted our review primarily to the activity at three of the
| argest research institutes for the nbost recent 6 to 18 nonth
peri od. These three institutes processed technology transfers
for 67 inventions during this period and either lost the foreign
patent rights or allowed them to expire for 14 inventions. In
addition, we utilized a reconciliation performed by one of the
three largest institutes which disclosed another 22 instances
from 1985 to 1989. For the other institutes, discussions wth
the TDCs disclosed five instances of lost or expired foreign
patent rights while our review of the log of foreign filings

mai ntained by OIT disclosed another eight instances. However ,

wi t hout adequate procedures or processes, NH has no assurance
that additional instances did not exist at these eight institutes
or other institutes during this same period.

: | : " i ed

W found 39 instances, involving five institutes, where the
option to file foreign patent rights expired because the
Government did not comunicate its intent within 6 nonths from
the U S. patent filing date. The NI H subsequently recovered the
foreign rights in 12 instances because inventors agreed to
provi de waivers and reassign foreign rights to the Governnent
However, these cases show that NIH did not nmintain a nmanagenent
system designed to adequately control this process. Wile we do
not know the value of the foreign rights NIH allowed to expire
the effect is not just nonetary. The effects of smaller market
shares on U.S. firns' wllingness to develop and conmercialize
products nust be considered. For exanple, we noted one instance
where an Anerican pharmaceutical firm with world-w de sales
declined to conplete negotiation for a l|license because the
license did not include the foreign patent rights which were
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owned by the inventors. This firm stated that it was

economi cally not feasible for a US. firmto develop this drug
unless it could be marketed on a world-w de basis. However, the
inventors were planning to license the foreign rights exclusively
to a Swiss firm Accordingly, NH not only |lost potential
royalty incone but also the opportunity to contribute to this
country's world conpetitiveness.

The OIT is responsible for coordinating decisions and the flow of
informati on between the Patent Branch, the institutes and the
NTIS regarding foreign patent filings. The institutes are
responsi ble for the decision on whether to file for foreign
patent rights. The OIT program analyst maintains a |og of
foreign filings. This log lists the inventor, the institute,

subj ect, inventions nunber, date of US. filing and OIT reference
nunber for all inventions within 6 nonths of U S. filing. The
log is used as the control point for notifying the institutes
that a decision on foreign filing is needed. However, data
essential to control the foreign filing process is not recorded
in the OIT log. This essential data includes the date of:

(1) receipt or notice of US filing date: 52) certification for
foreign filing sent to institutes; (3) scheduled response from
institutes or date of OIT followup; (4) actual response from
institutes; (5) notification to NTIS for authorization of foreign
filing: and (6) notice by NTIS to inventor of intent to file for
foreign patent rights.

Uilizing OIT and institute records, we were unable to determ ne
whet her OIT received notification of the US. filing date from
O in a tinely manner. W found instances where OIT sent
certifications for foreign filings to the institutes within

1 week of the option expiration date, after the option expiration
date, or certification inquiries were conmunicated by telephone
with no formal records. One TDC stated that it was a common
occurrence to receive notices of foreign certification within

1 week of the option expiration date. Further, we noted

i nstances where the institute failed to respond in a tinely
manner when OIT provided adequate notice. In these instances,
the OIT had no foll owup procedures to assure a tinely response.

In Septenber 1990, N H adopted new foreign filing policies.

Under these new procedures, the Patent Branch's contracted |aw
firms are responsible for obtaining an assignment of foreign
rights fromthe inventor at the time of the U S filing. Thi's
effectively does away with the 6-nonth option period and all ows
NIH a |-year period fromthe U S filing date to decide whether
to file for foreign patent rights. The institute's Scientific
Director must still nake a decision by the 10th nonth whether to
go forward with the filing of foreign rights. Once a decision is
made to file for foreign rights, the OIT sends an authorization
to NTIS to proceed with the foreign filing.

11



This system applies to all foreign filings as of Cctober 1, 1990.
W were unable to determne if any foreign rights have been | ost
under the new system since the |-year period to file for foreign
rights was not up until Septenber 30, 1991. However, our review
of the new procedures disclosed that they could be inproved. In
this respect, the new procedures changed the timng but NIH did
not have procedures to rem nd responsible individuals of
approaching dates and to determ ne whether appropriate actions
have taken place. This could be acconplished with the new
docketing system by the inclusion of the following data fields:
(1) date which the foreign patent rights assignnment was obtai ned
from inventors: (2) date that the certification for a foreign
filing decision was forwarded to the Scientific Director:

(3) date OIT receives the Scientific Director's foreign filing
decision: and (4) date of actual foreign filing by NTIS. Wth
these data fields, the docketing clerk could print rem nder
notices and verify whether appropriate actions have taken pl ace.

Foreign Patent Rights lost Due to Public Disclosure

The OIT and the institutes did not have adequate procedures to
prevent publication or other disclosure prior to filing for US
patent rights. W found 10 instances involving six institutes
where the foreign patent rights were |lost due to publication or
di scl osures nade prior to the US. filing date. Wile we do not
know the value of the lost foreign rights, an institute official

informed us that, in 1 of the 10 instances, NIH lost a
$30 million foreign market or about $1.5 mllion in related
royalty incone (based on a 5-percent royalty rate). Further, the

t echnol ogy becones available to foreign conpanies, thereby
| essening this country's world conpetitiveness.

The NIH guidelines state that foreign patent rights are lost if
i nventions are published or otherw se disclosed prior to US
filing. Further, these guidelines, to allow sufficient time for
the U.s filing, recomend that inventors provide 90-days
notification prior to publication.

In 4 of the 10 instances where the foreign patent rights were

| ost due to early publication, the institutes knew that an

i nvention report had been forwarded to the Patent Branch.

However, institute officials did not confirmthat the US. filing
had actually taken place. In four other instances, the inventor
recei ved supervisory approval to publish prior to filing an

i nvention report.

The institutes required approval prior to publishing or other
public disclosures. However, the supervisors did not determ ne
whet her a patent was contenplated or confirm whether the U'S
filing had actually taken place. Accordingly, supervisors were
not fully aware of the status of the foreign filing process at
the time they provided approval for publication. As evidenced

12



above, institute procedures were not effective in preventing or
justifying early publication or other disclosures.

Wthin the research environnent there is great enphasis to
publish the latest findings to maintain and/or achieve scientific
stature. This type of environment creates a need for strong
controls to assure that publication or other public disclosure
related to patentable research does not take place prior to the
UsS filing date.

The NIH officials are exam ning cases to determ ne whether the
foreign patent rights can be regained. W believe that NH
should continue these efforts. However, we do not believe that
attenpts to salvage foreign patent rights after early disclosures
have been made should be the only control. This is not a prudent
or efficient nethod to protect the Governnent's interest.

Wthout an effective managenent control system the opportunities
for foreign patent protection are lost, accountability is |ost
and expedient corrective action becones difficult. For ei gn
patent protection not only provides for increased royalty incone
but provides the protection and incentives to pronote the
transfer of technology needed to maintain this country's world
conpetitiveness.

FEDERAL NMANACGERS' FINANCIAL | NTEGRITY ACT

W found that the material weaknesses we disclosed in our draft
report, along with corrective actions that have been taken, are
underway or planned were not reported under the FMFIA and PHS has
not conducted internal control reviews under FMFIA for technol ogy
transfers and royalty incone. However, in its FY 1990-1994
Managenment Control Plan (MCP), PHS has scheduled a review of
patents, copyrights and royalty income in FY 1992. W noted that
arisk rating, based on a risk assessnent, has not been assigned
to this planned FY 1992 review.

The FMFI A requires that Federal agencies periodically review
their systens of internal control and to report annually on the
status of these systens. This law requires that the reports

di sclose material internal control weaknesses and corrective
actions taken or planned. The FMFIA reviews are to be made in
accordance with the policies and procedures contained in OVB
Crcular A-123, Revised. In addition, each agency is required to
develop a 5-year MCP to plan and direct the process for review ng
risk, and identifying and correcting material weaknesses in
internal control systems. The HHS requires that a detailed
internal control review nust be conducted within 1 year after a
material internal control weakness is reported as corrected.

13



CONCLUSI ONS

The Stevenson-Wdl er Technol ogy Innovation Act of 1980 and the
FTTA were enacted in response to increasing internationa
conpetition to pronote the transfer of technology from Federa
| aboratories to the private and public sectors for

commerci al i zati on. According to the 1989 President's Econom c
Report, the Federal Governnent funds about $63 billion of this
country's research. The anticipated return on investnment will be

in jobs, products and processes and the inprovenent in this
nation's economc position. An efficient and effective transfer
of this technology will enhance the rate of return

The NIH has responded to the FTTA through: the establishnment of
the OIT and the TDCs; the purchase of a patent docketing system
t he establishnent of databases for its patents: transfer of the
Patent Branch: the inplenentation of new transfer policies and
procedures: and, increases in the nunber of inventions and
research agreenents with the private sector. However, PHS and
NIH need to fully address the issues of accountability and
internal controls.

In this respect, N H needs to: (1) fully determne the status of
all its patents and take appropriate actions to market those wth
potential commercial value: (2) develop an effective systemto
nmoni tor the devel opnent and comercialization of transferred

t echnol ogy and product sales; and (3) develop an effective system
to ensure that valuable foreign patent rights are protected prior
to established deadlines.

W thout accountability and adequate controls: technologies on
whi ch significant Governnent funds were expended for research and
patent application remain |lost and unavailable to the genera
public: licensees' have no incentive to conply with license terns
and conditions or report a fair share of royalty incone; and NH
is not maximzing royalty incone through available foreign patent
protection.

Accordingly, NH has not fully conplied with the intent of the

St evenson- Wdl er Technol ogy Innovation Act of 1980 and the FTTA
which is to transfer technology to the private sector and provide
technol ogy transfer incentives to researchers through royalty
opportunities. This incone was intended under the FTTA as an
incentive to NIH scientists to increase the nunber of inventions,
thus, pronoting the transfer of technology to help nmaintain this
country's world conpetitiveness.

W believe that the internal control weaknesses, at the time of
our field work, net the OWMB criteria for material weaknesses
under the FMFIA In this regard, these weaknesses coul d have
(1) adversely inpacted the agency's mssion of pronoting the
transfer of technology needed to maintain this country's world
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conpetitiveness: (2) resulted in significant royalty |osses: and
(3) nmerited the attention of senior departnental and
congressional officials. The PHS should disclose these materia
weaknesses in the FY 1991 FMFI A report and include corrective
actions that have been taken, are underway or planned

However, PHS in its response to our draft report (See Agency
Comments and O G Response section below) indicated that

i mprovenents and innovations have been made by the N H which have
significantly changed the managenent and oversight of the

technol ogy transfer program According to PHS, it did not
include this matter in its FY 1991 FMFI A report. Because the
FMFIA legislation requires that material weaknesses be discl osed
in these reports, we believe that PHS should report this matter
inits FY 1992 FMFIA report. The PHS stated that it will perform
a previously scheduled internal control review of this
programmatic area in FY 1992. \Wile we have not reviewed all the
i nprovenents, we believe that, if effectively inplenented, these
i mprovenents should correct the nmaterial weaknesses which existed
at the tine of our field work.

RECOVIVENDATI ONS

W recommend that PHS:

- Centralize, within OIT, the technology transfer
function for all PHS agencies.

- Establish priorities and mlestones with all
parties to conplete the reconciliation of 1,732
patents to ensure that valuable patents are
accounted for and nade available for narketing and
t hat abandoned patents if valuable are revived in
an expedi ent manner.

- Establ i sh procedures and systens to nonitor NTIS
conpliance with the MU to ensure against
nonperformng |icensees and understatenent of
royalty sales.

- Establ i sh adequate procedures to ensure that
val uable foreign patent rights are obtained and
filed in a tinely manner.

- Disclose in the FY 1992 FMFI A report that there were
internal control weaknesses in the technology transfer
and royalty income areas which constitute material
weaknesses and include corrective actions that have
been taken, are underway or planned.
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- Conduct a detailed internal control review during
FY 1992, to assure that the weaknesses disclosed in
this report have been corrected.

AGENCY COWMENTS AND O G RESPONSE

The PHS, in its October 25, 1991 letter comenting on our draft
report, generally concurred with our recomendations and
indicated it has inplenented a continuing series of program

i nnovati ons and i nprovenents. These were: (1) OIT was given
operational control of the Patent Branch and Secretary Sullivan
officially reorgani zed the Patent Branch to becone part of OIT on
May 21, 1991; (2) PHS established new contracts for outside
patent services, effective Novenber 15, 1991, which wll
dramatically enhance the quality and tineliness of substantive
case work: (3) OIT has conpleted its reconciliation of all
patents and is testing a custom zed technol ogy nanagenent system
to provide inproved docketing and status controls for patenting
and licensing activities; (4) PHS inplenented procedures to
exercise its option to take foreign patent rights at the tine
that the U S. patent is filed: and (5) in August 1991, the NH
Director approved an increased FY 1992 budget for OIT that wll
permt a major expansion of professional staff in the Patent and
Technol ogy Licensing Branches, and permit OIT to begin to conduct
licensing and patenting either in-house or under nore extensive
case-by-case oversight.

The PHS' response is included as an Appendix to this report and
certain responses are paraphrased in this section.

The PHS agreed that the technology transfer function for all PHS
agencies within OIT should be centrali zed. For patenting, this
was done as of Novenber 1990 when the Patent Branch was noved

of f-canpus together with OIT. On May 21, 1991, Secretary
Sullivan officially recognized this reorganization of the Patent
Branch. The PHS said that OIT will be negotiating updated inter-
agency agreenents with ADAMHA, CDC and FDA.

The PHS concurred with our recommendation to establish priorities
and mlestones with all parties to conplete the reconciliation of
1,732 patents to ensure that valuable patents are accounted for
and nade available for marketing and that abandoned patents if
val uable are revived in an expedi ent manner. The PHS said that
in essence this task had al ready been conpl et ed.

The PHS did not agree with the O G reconmendation to establish
procedures to nonitor the performance of NTIS under its MU to
ensure against non-performng |icensees and understatenent of
royalty sales.

The PHS agreed that adequate procedures nust be established to
ensure that valuable foreign patent rights are obtained and filed
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in atinely manner. The PHS said that procedures for
acconplishing this goal have already been inplenented.

The PHS did not agree that material internal control weaknesses
exist in the technology transfer program because inprovenents and
i nnovations made by NH have significantly changed the nanagenent
and oversight of the technology transfer program According to
PHS, the inprovenents and innovations nade by N H are significant
process changes that should correct previous deficiencies and
weaknesses. The PHS has not however, conducted an FMFI A review
or reported its material internal control weaknesses and any
corrective actions taken or planned. Because the FMrIA
legislation requires that material weaknesses be disclosed in
these reports, we believe that PHS should report this matter in
its FY 1992 FMFIA report. Al so, the Departnment requires that a
review nust be conducted within 1 year after material weaknesses
are reported as being corrected. The PHS stated that to ensure
that inprovenents and innovations nade resulted in the desired
outcomes, its previously scheduled internal controls review of
this programmatic area will be conducted in FY 1992

Those PHS detailed coments requiring O G response are discussed
bel ow.

Monitoring NTIS Perfornmance

The PHS states that DOC has |egal custody of PHS patent

properties through its subagency NTIS and therefore DOC should be
responsible for administration of its own |icensing program
Further, PHS expects to substantially discontinue use of NTIS in
FY 1992.

W believe that the issue of legal custody of a patent property
is not a valid reason for PHS not to nonitor NTIS performance on
patent properties in NTIS custody. Wen information which PHS
routinely receives clearly shows that PHS technology is not being
properly devel oped, commercialized, or receiving its proper share
of royalty incone, the PHS has a responsibility to the genera
public and its own researchers to take action. The current MU
effective January 9, 1990, contains provisions which require NTIS
to furnish copies of all required progress reports and other
docunents to OIT on a tinmely basis. W believe that OTT's

custom zed technol ogy nanagenent system which w Il provide

i mproved docketing and status controls for patenting and
licensing activities could be used to track the docunents
received from NTIS and discl ose nonperformance.

Al though PHS stated that it will use NTIS substantially |ess
beginning in FY 1992, we do not believe that this |essens to any
degree its nonitoring responsibilities for existing patent
properties now nmaintained by NTIS. As of August 1990, an NTIS
listing showed a total of 717 PHS patent properties.
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Forei gn Pat ent Rights

The PHS concurs with our recommendation to establish adequate
procedures to ensure that foreign patent rights are obtai ned and
filed in a tinely manner. A new policy effective in

Sept enber 1990 provided for PHS to take assignment of foreign
rights for inventions at the tine of the US. filing. The OIT is
al so testing a custom zed technol ogy data nanagenent system which
shoul d provide inproved docketing and status controls for
patenting and licensing activities. However, PHS di sagrees that
strong controls are needed to assure that publications or other
di sclosures related to patentable research do not take place
prior to the US. filing date. Wile PHS agrees that it would be
desirable for NIH never to lose foreign rights, in some cases it
is conceivable that the public's need for know edge will take
precedence over patent concerns.

W agree that in sonme cases it is conceivable that the public's
need for know edge will take precedence over patent concerns.
However, we believe that there should be accountability for this
deci si on. Currently, OIT and NIH procedures do not docunent

whet her a responsible decision was made that the public's need
for know edge took precedence over patent concerns. W Dbelieve
that uniform guidelines will serve to protect against unnecessary
| oss of valuable foreign patent protection needed to maintain
this country's conpetitiveness.
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Date

From Assistant Secretaryfor Health

Subject OXG Draft Report “Review of PHS Controls Over Technology
Transfers and Royalty Income,” A-01-90-0 1502

T0 Inspector General, OS

Attached are the PHS comments on the subject OIG draft report.
Included are general comments on the report, as well as comments
specific to the report“s recommendations. Although the 0IG
report describes circumstancea that existed in the pant, we
believe that the Improvement8 and innovations made by the
National Iastitutes of Health have sigaitficantly changed the
management and overeight of the technology tranefer program.
Therefore, we do not agree that there are material internal
control weaknesses in this program. However, to ensure that the
changes we have made result {n the desired outcomes, wa will
perform a previously scheduled internal controls review of this
. programmatic area in Fiscal Year 1992. Also, we invite you co
schedule a followup review of this program in the near future.

O'/MM’UX—/

ames 0. Mason, M.D., Dr.P.H.

Acttachment



coxents OF Igg EI!EI!IQ HEALTH SERVICE 555FE %u THE OFFI CE
CF _INSPE OR GENE IG) DR REPORT OF PHS CONTROLS
%VER TECHNQLOGY TRANSFER AND ROYALTY INCOME,"
A-01-99-91502. AUGUST 1991

General Commeptsg

PHS, for reasons described more fully in the follow ng

paragrapha, doees not believe that its technology transfer program
represents a materia i nternal control weakness. |n fact, the

PHS technology transfer program is recognized as a |eader anong
government agencies. we di sagree with OIG’'s interpretation of
gome of its findings and conclusions. 1In particular, we disagree
with OIG's concl usi on concerningthe existence of material
internal control weaknesses that should be reported to the
preésident and Congress under the Federal Managers‘ Financial
Integrity Act (FMFJA).

W believe that the o016 conclusions are incorrect for two

- principal reasons: (1) few of the identified problems were the

organi zati onal responsibility of PHS, and most of these probl ens
have been corrected; and (2) the report does not rely upon the
most timely and relevant evidence when making judgments about
managenent controls.

NIiK, after identifying problens and devising asclutions, has

i npl emented a conti nui Ng seriesof program innovations and

| nprovenents. NiK‘s Office of Technology Transfer (OTT) has
taken the |ead, under the guidance of the NIK/ADAMHA/CDC Pat ent
Policy Board, in devel oping technol ogy tranefer policiesand
programs for the PHS agencies. OTT was given operational control
of the Patent Branch in November 1990, during a time perioed in
which all Patent Branch caees were physically reorganized and

| ogged into a conputerized docketing-system under OTT direction.

New contracts fOr outeide patent services scheduled tO Q{O into
effect on Novenber 15, 1991, will dranatically enhance the
quality and tineliness ofaubatantive case work. OIT currently
istesting acustom zed technol ogy datamanagenent gystem,
designed in coordination with the” PHS agencles’ institutes, _
centérs and diviaiona (1¢osy that will provide inproved docketing
and atatus controlsfor patenting and licensing activities.
Lastly, In Auguet 1991, the NIH Director approved an increased
Fiscal Year (FYy1992budget for orr that will permit a major
expansion Oof professional staff in ths Patent and Technol ogy

Li censing Branches, andpernit OIT to begin to conduct licensing
and patenting either jn-house or under NDre extensive caso-by-
case oversight.




PKS does not believe that its technology tranafer and royalty
income program has material internal control weaknesaes.  Through
t he procedural change8 and nmanagenent improvements described
above, NIH has made significant process changes that shoul d
correct previous deficiencies and weaknesses. Toensure that
these changes produce the desired outcomes, We invite 0I1G to re-
review this programat a future date.

PHS is willing tO share avail able technologK transfer and royalty
incomg program information and indicators with QG For exanpl e,
NIH Wi |l soon release a report to Congress of PHS technol ogy
transfer efforts for FY 1991 andintended programs for FY 1992.
Wien this report becomes avail able, pHS will provide a copy to
o1G for ite information. W believe that this report will

obviate the need for OIT to provide the. special sem annual report
that O G requested.

QIG Recommendation

W recommend that pHs:

1 Cantrallze the technology transfer function for all PHS
agencies within OIT.
PHS Comment

V& concur. Por patenting, this was done aes of November 1990 when
the Patent Branch_adflce of the CGeneral counsel) was noved off-
campus together with OIT (NIK). Secretary Sullivan officially
reorgani zed the Patent Branch to beconme part of OIT onxay 21,
1991. The PH8 has advised the National Technical Information
Service (NTIS), currently the licensing agent for nbst PH8 pat ent
applications, that OIT intends to bring s$ts licensing work in-
house during Fy 1992-93. OIT will be negotiating updatod

i nter-agency agreenents with ADAM I A, and FDA tO encompaes
orT‘e technol ogy management services.

QIC Recommendation

2. Establish priorities and milestones with all parties to

conpl ete the reconciliation of 1,732 patent8 to ensure that
val uabl e patents are accounted for and nade avail able for
marketing and that abandoned patents if valuable are revived
I n anexpedi ent manner.

PHS Comment

W concur. In essencethis task has boon completed already. OG
should be aware that the total count it refers tO includes



pendi ng and abandoned (i.e., inactive? patent applications as
well as issued patents. The nunber of active cases is only about
one half of that total. Al have been or will aoon be available
for marketing to the private sector. Decisions tO revive

i nadvertently abandoned cases have been made on a case-by-case
basis i f reasonable commercial. value exists.

Gecommendati on

3. Establ i sh procedure8 and systems to nonitor the performance
of NS under Its Mou tO ensure against non-perform ng
| i censees and understatenent of royalty sales.

PHS Comment

W do not concur. Because the Departnent of Conmerce (DOC) has

| egal custody of the patent properties licensed by its subagency,
NTI'S, PHS believes that poc should be responsible for

adm nistration of its own licensing program PHS has been
encouraging NTI'S and DOC to inplenent anauditing program  OfT
has discussed potential managenent controls with the QCto
engure Ip_roper nmonitoring of the licensee6 of N H negotiated

patent [icense agreenmenta. These include the possibility of spot
check audits perfornmed by the 016 or special audit provisions in
the |icense agreements thensel ves.

PHS expects to substantially discontinue the use of wTIS
|'i censing services during rY 1992.

QIG Recommendation

4, Est abl i sh adequate procedures to ensure that val uabl e
foreign patent righte are obtained and filed in & tinely
manner.

PHS Comment

We concur. Procedures for acconplishing this goal already have
been i npl ement ed.

| n Septenber 1990 the NIH/ADAMHA/CDC Patent Policy Board adopted
the polioy that PHE will exercise its option to take foreign
patent rightes at the time that the corresponding U.S. patent
application is filed. ©NIK also 48 the first Government agency to
have adopted this innovative approach to solve a tine-critica
managenent problem that affects all agencies.

The draft report indicates that some investigators in eome ICDs
have published articles without the previous filing of a US
patent application, thereby elimnating the poesibilityof
foreign patent xighte. Thie concern has been raised by OIT with



the Patent Policy Board, NIH/ADAMHA scientificDirectors, and
with the PHS 1¢b” Technol ogy Developmant Coordinators. The draft
report suggests "a need fOr strong controls to assure that
publication or other public disclosure related to patentable
research doee nottake place prior to the U.8. filing date." PHS
disagrees.

The primary statutory m ool on of PHS researchagenciesis to
diegominate know edge, and the Federal Technol ogy Transfer Act of
1986 requires inplenentation of a technol oiy transfer program
that is consfstent with that mission. Whfle PHS egrees that it
woul d be desirable for NIH never to lose foreign rights, in aone

. cases it IS concaivable that the public’e need for know edge wil |
t ake precedence over patent concerns.

Ofice of Audit Services note -- Comments have
been deleted at this point because they pertain to
material not included in this report.

QIG Recommendati on

6. Disclose i n this year‘s FMFIA report that there are interna
control weaknesses in the technology transfer and royalty
i ncone areas which constitute material weaknesses and
i nclude corrective actions that have been taken, are
underway or planned.

PHS Comment

We do not concur. Past and largely corrected problenms do not
constitute a present violation of the FMI A A detail ed
description of why PHS does not believe that there are internal
control weaknesses in the technology tranafer and royalty inccwme
areas is included in the general comments Section above.

Ofice of Audit Services note -- Comments have
been deleted at this point because they pertain to
material not included in this report.



