
TO : James Hinchman
Assistant General Counsel

~ ----

m
I'I!

DEPARTMENT OF HEALTH, EDUCATION, AND nW
mTICE m rin: ASSISTANT SECRETARY EOR ilEAL111

1I
11

DATE: January 9. 1977 II
I!
n

PATENT +
DH
~
"JAN ~

,
Senior Fellow. NCHSR

l\1;ElvlORANDUM

. FROM

SUBJE<:T: Patent Policy Study

iI
Since I'm Leavfng town today 'til the end of the week. I have only i. I I'
sk:lJrrned the January 5 Report prepared by Norman Latker and am dictat~'
some quick reactions which I probably won't even have a chance to Probfl

i
n

read. . r,

~
c

With a few significant exceptions. (see page-by-page comm:nts below) ~ '
believe the Report is a basically accurate statement of DREW's historiical
approach to patent policy and a justification for its current policy.1

if
,\

But therein lies the rub. As I understand the Secretary's charge. itlif
to review HEW's patent policy in terms of its current utility to the II I
Department. To do this. I submit that we need to start with DREW Ii
objectives. and while Norman Latker does not state any. the implicit. i
sine qua non of his report is that the patent policy objective is to il

s
promote private development of DREW supported inventions and to mini-I
mize the cost of administering patent policy. i

ii
To be responsive to the Secretary's request. I would suggest llhat we II
need to (1) reach agreement on current objectives; (2) see what optiops
we can develop to respond to those objectives; and (3) consider the II
tradeoffs involved in each of the options. I
In this connection. I would propose that the primary goal is not to II

-- 'Ipromote any and all further private development of HEW supported Inven-
tions. but to\lpromote cost-effective development of HEW supported il
inventions and to discourage trivial and unjustifiably costly innovat~ohs.
I would also' suggest that equity to all-at-interest be an important I
objective. The addition of such objectives are likely to both incre¥e
the options proposed by Latker and to markedly change judgements abOUt
the tradeoffs involved. Por example. Latker places high stock in !
min1m1zing development subsidies ffild the cost of administering patentl
policies. But. a comparison of such increased costs with potential I
reductions of HEW expenditures for Medicare and Medicaid reirnbursemenf
may show that these are good investments even though they were not so]
in the 1960's. I
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In addition to the above general proposed approach to the Secretary's ii
request, I would suggest that the following inaccuracies and omtsstons
of the Latker Report need to be changed: ~. ,

II
Page 3: The Report states that there are "assertions throughout the II

I,

December 22 Report on Health Technology Management" which deny the II
difficulties in roving scientific ideas into corrmercial products. II
'lhe Technology Management Report has only three statements about pat.errt
policy and none of them assert anything about the well-known difficul~ies

of nurturing ideas into end-use products. ,
~

i
Page 15: The Report sets forth the major conditions which are current.Iy
attached to IrA's, but does not make it clear that these conditions are
complied with in terms of the universities' jUdgement as opposed to HJj:w's
judgement and oversight. (or did I musunderstand Bernie's conrnents?) i

'III
Page 19: The Report states that the Health Technology Management Stu~y

presumes Department ownership of inventions to control their entranceI
into the marketplace. The Technology Management Study made no such Ii
statement; moreover, I personally think that conditions attached to Ii
assignment of rights might be a more productive approach if we can II
be clever enough to come up with such conditions. II

f\
11

Pages 21 - 22: The Report offers five options. It does not offer suth
options as (1) deferring determination of rights except in those cases
Where it can be determined in advance that it is in the Department's I
interest to extend the first option to the grantee or the contractor; II
(2) a similar exception clause built into the option under which the Ii
Department takes title to all inventions; and 0) an option under whi¢h
HEW continues to grant first option to universities through IPA but I
defers determination to contractors. !

Ii
Page 26: The Report states that rights in some cases will be lost dU~
to the failure of the non-profit organization to file patent applicattons
if it has no guarantee of ownership. I would suggest here that tdmes]
have changed since the IPA policy was developed and the universities II
are today desperate to obtain research funds; thus, this important pri'blern
might be counteracted by the simple device of requiring (as a conditi~n

of a grant) that applications be filed when appropriate. Moreover, w~

might sweeten the pot by adding a small amount of grant funds to covet
the relevant associated expenses. I
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Page 28: The Report states that the December 22 Report ·on TechnOloB!fy
Management will be viewed by some as "thought-control" or "book burrfu
These are inappropriate red-herring terms whf.ch should be deleted.

,
Sherry Arnstein

cc: David Cooper
Cl)ris Bladen

vNo:rnrm Latker
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HEW PATENT POL1CT~

Under the senate blll, the ABsJ,sts;nt Secre
tary for Health was granted. ~nSib1l1tY
for (1) d.evcloping the pol1CiCS;j orl tbe De·
partment. of HEW with respect. ~ ~he rights
to mventaona of its employees, Jrailtees and
contractors; (2) issu1ng invent\pn land pat.
ent adm.1.ntstrat10n pcucres andS prpceduree:
(3) administering the receipt a~d ·rirocessinc
of invention reports by emploY~.lgra.ntees,
and contractors of the Depa.rt~ent: f4)
making determmattone of r1gh~ to mven
tions and patents involvtng tiiventlons of
employees, grantees ana contr~ct<fs of th~
Deparbnent; and. (5) making d.eterInlnatlons'
with respect to eppncatacns [~orll1censes.,
under patent appllca.tlOns and pi,teots owned
by the United States. In a.ddit.iQn,.!all rune
tiOna of the Office of the Ge~eral Counsel
relating to patent admln1Stratjonl and ad·
mlnistra.tion of mvezmcn repo~were trans
ferred. to the Oftice of Bea.ltb~ Tt\chnology.
However. all legal services at,ld ~'unctions
relating to patent inventions w~re remain
in the Omce of the General Cou:qsel.l

The Bouse amendment contatned. no com
pa.ra.ble prov1Sion, and the cox#'ertnce sub
stitute contorms to the House amendment.

,~ )
Tbe conferees strongly urge ~ tb, Depa.rt

ment to review the manner in ~.h19h patents
are currently administered within the- De
partment. The conferees are iwah-e of ex
pressed d.1Ssa.t1s!action with ~hel pace at
which patent applications are cqrree:t1y proc
essedwlthln HEW. Unnecessand.elays In
cleterm1n1ng rights· to inventlops !d.eVeIOped.
With Federal dollars deprive taxpa~y.ersof the
potential benefits of research F develop.
ment financed. with 'Federal moatea The con
ferees wish to note that they 1Dtc~ to give
a .thorough review to patent pioceedings In
the near future. ~ I
STtlD'f OF HAZAItDOtJS 5U':BSTAN~ Of.. HtlloL\NS

The House amendment contaJned a provi
sion. not Jncluded in the .Se~telblll. that
required the Committee on Vital and Health
Statistics to conduct a stUdy p1 t.he issues

.respecting esta.bll.shing a FedetaJ- ~ystem to
.f-acWtate studies of the effects of hazard
ous substances on humans and ~o iss1st Fed
eral, State and cmer ent1tie~ t4 locating
individuals who have been il e~osed to
hazardous eubstencee to dete-~n3ttheefrect
OIltheir hea.1th of such expos~ . d to assist
them In obtaining appropriate iF: cal care.

The conference substitute eenrcnas essen...
tlally to the House amendmenl,e~ceptthat
(1) the study is incorporated ihtolthe larger
study o.f costs of envlronme8.t~IY related
diseases and is to be conductedftbrlthe Secre
tary of HEW, acting through lithe NationsJ
Center tor Health Statistics; {2) la consoft
dated. consulta.tion provision :1lW; been in
cluded; and (3) the National 9O~ttee on
VItal and ~ea.lth StatistICS!! ls!. i.nCI.ude4
among those groups which ~ust be can-
swUd ~ I
PORITIONS FOil SPECIALLY Qt1ALIFJ;:E:D J>.ERSONNEL

The House amendment aJ:thbrized the
L. i! I

establl..shment of "wenty-four pelf positions
within the Publlc Health Se.r-icF for spe
cially qUalified sclentUlc. pro'.fe~onal and.
administrative personnel. Tl:1ese positions
were to be for the National Cet{ter for Health
Be"('Vlces Research, the Natlon:iIJ , enter for
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the Center 11:'1 BesJth Care Technology: &15.
000,000 for fiscal year 1979. $25.000.000 for
fiscal year 1980, a.nd J~33.000,OOO for fiSCal
year 1981. Begi.nnins in fiscal year 1981. not
less than 15 percent ()f amount nppropri
ated is to be obligated for assessments di·
rectly undertaken through the Center.

NATIONAL RESEAJtC.H SERVICE AWAJWS
Under the senate but. the authority or

the secretary to provme National Research
service Awards was ell:tenaed to authoriZe
research at the Na-tlonal Center .for Health
Services Research, 'the National Center for
Health StatiStiCS and the Center .for Health
Care TechnOlogy. as well as trainiDg at such
centers.

The HoW!e amendmellt contained no com
parabie prov1s1on.

The conference substitute conforms to the
Senate bill.

~NOLOGt:£S UNDEIt DEVELOPMENT

Under the senate bill. the Director of the
Na.tional Instltute of Health. on an annual
basis. was .required to maae available to the
proposed Oftice 01 Bealt,h TechnolOgy and its
Oouncn a list of all technologies which the
Director 15 aware are under development and
that appear Jikely to be used in medical
practice in the near runure.

The House amendment contained no com- .
parable provision.The conference substitute includes the
prov1sions of the Senate bill, with techni-
cal amendments. .
HEAL'tH STATUS OF 'tHE Jl4EMBEItS OJ' tl'NlTEIl

J4INE WOIlKEltS

Under the senate bill, the Secretary. act
ing through the National Center for Health
Services Research, was required to arrange
for 8. stUdy to everuete the_ impact upon
the ut111zation of health services by and the
hea.lth status or members of the trcued,
10Une Workers and their dependents as a
result of changes In the United Mine Work
ers collective-bargaining agreements of
March 1978.

The House amend.ment contained no com-
parable provision. .-

The conference substitute conforms to the
SenatebW.

ZlTECI' OF TH:E ENVIRONMENT ON HEALTH
The Senate bill required the Becretary to

develop a plan for the collection and coordi
nation of statistical and epidemiological
data on the effects of the environment on
health.

The House amendment required the secre
tary to establish gUidelines for the collection,
compilation, analysis, publication and drs
trlbution of statistics and mrormatton neces
sary for determining th~ effects of conditions
of employment and Indoor and outdoor en
Vironmental conditions on the pubUc health.

In addition, the House amendment re
qUired the Secretary to conduct a study
focusing on the costs of environmentally
related diseases.

The- conference substitute combines and
integrates the provisiona of the, Senate blll
and. the House amendment. Although the
form of tbe Senate bill was altered slightly,
the conferees agreed with the senate's intent
that the study should be und.ertaJten in close
cooperatIon with the Administrator of the
Environmental ,Protection Agency and the
Secretary of Labor.

made for health service research. evaluation.
and demonstration actlvtty undertaken or
supported by the National Center tor Health
services Research: $35.000.000 for fiscal year
1979. $40.000,000 for fiscal year 1980.llud ,45,·
000,000 for nseer year 1981. At least 20 per
cent of the amount appropriated for any
fiscal year or $6,000,000, whichever is less, 15
required to be made ava.llable only tor ec
tivItIes directly undertaken by the Center.
At least 5 percent of the amount appropri
ated in any :fisCal year or .1,000,000. wmcn
ever is less, is required to be made 8.valla.ble
only for d.1Sseminatlon activities directly un
dertaken by the Center. 'I'he conrerenee sue
eueute contains no line-item authorization
for health aerv1ees research training.
AtTTH01UZA.nON or APPIlOPBIATlQNS' FOil 'tHE

NATIONAL CEN't'E& FOR Bz:At,TH STATZSTICS
Under the Senate bID, the following au

Clor1Zations of appropriations were made rce
health statistical actlvities: $43,400,000 .for
fiscal year 1979, $47,000.000 10r fiscal year
1980, and $50.000.000 for :fl.scal year 1981, ot
the funds appropriated tor any fiscal year. a.t
least 15 percent was required to be ava.ilable
only for health statistical and epidemiolOgi.
cal activities c1irectly undertaken by the ce»
~. .

Under the Bouse amendment: autbortza·
tions of appropriations for health statistical
activities of the Center were as follovo's: $60,
000,000 for :fiscal year 1979. $75.000,000 for as
cal year 1980. and $80,000.000 for fiscal year
1981. In additIon, under the Bouse amend.

..ment, or the amount appropriated. at least
51.000.000 In 2lscal year 1979,$2.000.000 in .
:fiscal year 1980. and $2.000.000 In fiscal year
1981 was required. to be made available_ for
health sta.tlstics training. .

Under the conference substitute. the fol
loWing appropriatiOns are authorized for
bealth statistical activities undertaken or
supported. by the National Center for Health

. Statistics: $50,000.000 for fiscal year 1979,
~65.000.000 for fiscal year 1980. and $70.000,·
000 for fiscaJ year 1981. The conference suo
stitute does not include a requtrement th'at a
certain percentage of tunds must be made
avallable only tor activities undertaken by
the center. nor does it contain an earmark
of fuuc1s for health ·statistlcs training.
.&trrHO!U24'I'IONS Of' APPBOPltIATlONS FOB BE·

SEARCH, DEMONSTlLATIONS -AND EVALUA'I'IONS
BY 'tHE NA'rIONAL CENTEa FOB. HEALTH CARE
TECHNOLOGY

Under the Senate blll, the following appro
priations were authorized for activities re ..
specting health care techDology: $15,000,000
for fiscal year 1979, $25,000,000 for 1iscal year
1980. and $30.000,000 for :fiscal year 1981. Be
ginning tn fiscal year 1981. of such fundS, a;
least 15 percent was required to be made
available only for activities directly under
taken by the Center.

Under the Bouse amendment, the 101
l.ow1ng appropriatiOns were authorized for
the Center for Health Cn.reTechnOlogy: $15.·
000.000 for fisca.l year 1979, $25,000.000 for
fiscal year 1980. and $35.000.000 tor fiscal
.year 1981. BeginnIng in fiscal year 1981, not
, less than 20 percent of amounts appropri
ated was to be obligated for assessments
directly UUd.ertaken by the Becretary.

'Onder ·the conference substitute the fol·
lowing appropriations are authorized. for
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