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July 9, 1963

Br. Luther Terry
Surgeon General

-t 8. as_ 0.

Public Health Servi

Sethasda 18, Marylend

Desr Dr. Terry:

| an writing thls letter as & Principal investigetor on HIH ressarch
grants in reply to your memorandum of June 12, 1963,

i.

a.

Perhaps my maln comment s puzzlement gs to tha slignlflcance of the
publication of thess regulations In the Federal Reglster. would this
publication then supersede the Adninistrative Manual which was
rocently lssued? Or does It furnish the lega) basis fer the perpetus=-
tion of thase end other regulations?

| deeply regret thst these regulations have besn submitted as prose-
pective rules without the formallty of a public hearing of the many
Interested partles. Such a hsaring could at least serve to establish
the significance of such publication end would allow Intercommunication
anong the very widaly dispersed end disovrganized cowmunity which |s
bound to be affected by them. | em sure that you will not hear maeny
usaful comments, simply becsuse the busy resesrch man who might make
them will take It for grented that somsone elss will have the same
thing to say.

These rules do indsed rectify, at least by omission, some of tha most
Irksome discrepancies of previcusly published rules. Howover, the
principal force of the regulations scems to be to confer upon ths

Surgeon Genaral the suthority to maka such rules ss required for ths
protaction of the publlc interest. Agaln, | regret to note the lack

of sny procedure to Insure a hearing on the effect of proposed regu-~
iations cn the public Interest with respaet to the quallity end efficiency
of the resesrch accomplilzhed. Any consensus that mey be reached with
respect to the appropriatensss of the present rules must not be misundere
stood as applying to further st present unspecifled regulstions, nor In
p\arth;.ular to many Teatures of the previocusiy distributed Administrative
Hanuel.

For example, | wish | could concludedotharwise than that Section 52,42
st1l! requires @ battery of advance epprovals for the purchase of equip~
ment, of a totally unrealistic charecter, from the pericd of budget
specification on through the sctual purchase.
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k. Mey | point out & serious inconsistency that must develop in practice
In the sctual! exscution of resesrch, If Sections 52.33 b. and 952.%2
are strictly interpreted without further qualification. On the ene
hand 92.33 b., and curront administrastive procedure requiring endorse-
nant by tha department head and by other university authorities seeks
(s lsudable purposs, however clumsy tha Implementation) to Insure the
maximum utilization of expensive equipment. On the other hand,
Section 52.42 eppears to meke It practically Impossible within the
regulations to allow any plecs of equipment to be used on eny other
project except for the one for which Its purchess had been authorized.
I trust that you will either disclaim any Intention of interpreting
the rulss In this feshion, or else make specific provision for de facto,
honest sharing of the use of materials snd equipment on the basls of
equitable reciprecity,and particulerly as among saveral ressarch projects
gt the same Institution,

5. 52.20 b, ''"Chonges In Project'!. 1 find this stetement very difficult to
undorstend, and have no.idos how a lawyor might Interpret It. Perhaps
that Is the intended strataegy, to leave the matter sufficlently cone
fused that only a sorlous moral abuss In Intent Is In fect proscribed.
{ would be happy to hear a conflmation of this understedding.

Howover, how much more enncbling and constructive [t would bs to have
& positive statament of encouragement such as we used to have In cur
rosearch grents! A lawyer dight wall Interprot the phrose following
the word Including in a restrictive sense: what sbout chenges that
do not grow logicelly out of the approved project, but are the resuit
of new Insights for surprising faects?

i bailave, parsonally, that the matter of dircttion of research cannot
be phrased in lega! terms. |nstesd, | belleve It would be apposite to
romind the lavostigator that he has a woral obligetion to propare e
project sppllication that outlines his best understending of the work
that ha plans to do and that, consistent with the progross of his re-
search, he should resubmit his spplicetion In the circumstonce of 3
really Importent deviotion from his flrst intentions thet dosarves the
scrutiny of the reviowlng committess. Thers will, after all, ba o
cogent oppertunity to svaluate the investigator's judgment when the
issua of renewal of the grant arises. |f you foresesc &y resl abuse
of this provision, you might Insert cne edditional proviso, that It
would be dishonest to divert funds from en approved project to one
that had been explicitly disapproved In 2 previous review, as would

be tha intention to use tha grant for purposss othar than those oute
Hnred In ¢tha spplication.

6. The patent obligations of grantees under NIH grants ere perhaps the
mest poorly understood of any. Tha evident Intentions of the Public
KHealth Sarvice to pursue the protection of patent rights In the most
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legalistic fashion can only result In the capriclious enforcemant of

an unworkable relaticnshlp, and will have the most disastrous effects

on the mutual confldence of investigators and the government. There

is no question here of the government's rlight end Interest im significent
petents, only In the menner of the Implanantation of those rights., The
problem hinges on the unlversal extensablliity of the concept of 'possibly
patentable’’. Ona should point ocut that “‘dlscoveries” are In fact not
pstentable, (Refer to the next to last line of the statement '‘Development
of ths proposad regulations"). Who can posslibly say whethar something Is
"possibly patentable’? The courts long ago ruled that triviality s no
bar to patentablility. it Is csrtaln that any laboretory could keep e
tean of 100 lowyers fully cccupled with filing zpplication on '‘possible
paterits'' of which an unpredictable fraction will result {n the [ssuence
of a patent, end of coursa a very much smaller number In which thls plece
of paper will have any substentive valus. For reporting purposes, the
concept of '‘possible patentablility’ could only lead to the complete docu-
mentation and review of every datum In the laboratory, not to mention
svery thought that goes through the Investlgator's mind. And what purpose
will all this echiave?

Hey | suggest that ths government's and the publlc's Interest would be served
much batter in the following way:

1.

2.

A statement of the nsture of the Intarest that the Publlc Health Service
in fact determines to reserve, and the purposes ¢ which thsse will be

put,

The enunclation of the princlple of moral responsibility In accepting
a2 grant to serve g3 tha government's agent In protecting such Interests
to the best of the grantea's capability.

Provision for volimtary reporting of lnvonélom which might ressonzbly
ba expected to have some signlflicance within the provisions of (1).

This reporting should Initlially be simple end infermel untl] there Is
@ datermination of significance that would warrant a complete formal
invention report.

Grentee would warrant that grent personnal would not apply for any

patent on grant subject matter without clearance fram the Public Health
Service end, if this Is legally feasible, an automatic assignment to

the government of eny rights under patents that may be Improperly obtalned.

it is of course possibla for tha government to pursus pbssible bensefits more
eggressively than the framework Just glven, and evan more doggedly than most
ressoneble commerclial organlizations would, But the complete explcitation of
overy possible patentable inventlon Is utterly Inconsistent with the ectual
progress of sclentific research. {f good reasons remain for ths government
to maintein such an Interest in petents, then this should be pursued through
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a revision of the fundamenta! patent legislation, vesting such rights esuto-
maticatly In the govermment, rather than 8 completsly obstructive scheme

of reporting which will slaply force Investigstors to elther sbandon govern=
ment support or pravaricate about thair responsibilities, with the attendant
visks, and for worsa, morel lrresponsibdbiliiey.

if these comments are cverdrawn, they merely illustrate the consequences
of the substitution of a system of legal and flscal sccountadllity on the
one hand for a systom of mutual understanding of common objectives, moral
responsibllity to an ethical cods, and judgments within the framework of
sclantific Integrity, on the other hand. That nothing sbout these matters
appears In the ruies Is to ma perhaps thelr most distressing featurs.

Tha above comments are strictly my own privats opinions and mey or mey not
come to be ambodlied In generel statements more reprasentative of the reactions
of the officers and staff of this unlversity.

Yours respectfully,

Joshua Lederberg
Professor of Genetlcs



