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CHAF'TER 6-20 N

DEPAR'IMENT PA'I,‘ENTS BOARD AND PATENTS OFFICER a

, ‘6-20ql0 Organization
.20 Assignment of Responsibilities ce
.. 30 Membership of Department Petents Board and
N Department Petente Officer

6-20-10 QRGANIZATTON

A, The Department Patents Board ehall consist of a chairman, seven
‘ ~ other officers or employees ‘of the Depsartment appointed by the
Secretary, and the Department Patents Officer. The chairman
shall designate a qualified person to serve as executive secre-
_ tary ‘of the Board

B. The Department Patents Officer shall be ‘a member of the staff of .
the ‘'Office of the Genhersl Counsel designated by the General
Counsel A Deputy Department Patents Offlcer may likewise be
designated : o . .

6-20-20 “ASSTGNMENT OF RESPONSIBILITIES

A. The Department Petents Board shall: -

1. Upon its 1nit1ative, edvise and consult with the Secretary,
_the Generel Counsel and other officials of the Department on
_tqnestlons of patent policy affecting the- Department.

2. Upon request, consult with and meke recommendations to the
.. Becretary, the General Counsel or the head of an operating
| " agency regarding the application of patent policies or pro-
cedures within the Department or with respect to specific
inventions

3;jCarry out such functions, relatxng either to appeals from
determinations relating to ownership or patenting of employee
- inventions or to other matters, as may be vested in the
* Board by Departmerit regulations

B. The Department Petents Officer, ms the delegate of," ‘and utilizing
"such assistance ag may be designated by, the General Counsel,
shall:

l Represent the Department except where otherwise de51gnated
" " by the General Counsel, on the Government Patents Board, on
other hoards or committees and with respect to other matters

- relating to 1nventlons and patents,

2 Receive and review for consistency with Department policy de-
terminations made by the heads of operating agency units
relating to inventlons made by Department employees
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o ©" DEPARTMENT PATENTS BOARD AND PATENTS OFFICER ~~ " - 'Pa
(6-20-20 continued) ' o

3« Receive for transmlttal,”ﬁlth such recommendations or comment as may s
be appropriate, matters relating to patents requiring consideration or
~action by the Department Patents Board or the Secretary._wrw,mkﬁﬁ

lie Consult and advise,. as fe331ble, w1th the various operating agencies
~and officials of the Department with respect to formulation and
carrying out of policies and procedures relatlng 1o inventions and
patents,

Se Issue any necessary instructions or procedures relating to Department
_ patent policies and their administration and carry out such additional
' functions as may be vested in the General Counsel or the Department

Patents. Offlcer by Department regulatlons relatlng to inventlons or
patents. . S , B o _

6. Maintain records concerning 1nvent10ns;ipétohﬁs4andgiioénses in which
- the Department has an interest and receive, review, and make recom-
' ,nmendatlons regardlng, appllcatlons for patent llcenses.; '

6=20-30 MEMBERSHIP DEPARTMENT PATENTS BOARD AND THE DEPARTMENT PATENTS CFFICER

A. The membership of the Department fatents;BoarQ~shall-oonsist”of:¢: }__

Mre James Mo Quigley . = . Assistant Secretary -
Chajirman ' ' i
e e e j
.. Mr. Edward B. Persons . - A351stant Dlrector =
_ Vice Chairman . - _ . Division of Personnel Management
- 0 ‘ Offlce of Administration
Dr. Homer D. Babbidge . - 1_A551stant Commissioner and Director
e " . ... Division of Higher Education
i | Office of Education
Dr. John D. Porterfield Deputy Surgeon General
: e e .. Public Health Service.
'ﬁr;_ﬁicharer; SégéoiT:f;ﬁfjllnxecutlve Offlcer
RS :,Natlonal Instltutes of Health
Miss Mary E. Switzer B Director -
T _ e Offlce of Vocatlonal Rehabllltation
Mr. Dale S. Thompson Director ‘
. L L ' .. Division of General Services
I Office of Administration
Mr. Frank H. Wiley _ Chief
S 7 Divieion’ 'of Pharmaceutical Chemistry
~ Food and Drug Administration o~
S sl B 9,
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DEPARTMENT PATENTS BOARD AND PATENTS OFFICER _6-30-205

Department Patents Officer Office of the General Counsel
B« Department Patents Officer: Mr. Manuel B. Hiller
Deputy Patents Officer: ' Mrs. Sarsh H. Spector
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CHAPTER 6=30
GRITERIA FOR PATEMING OR. PUBLIGATION--PBDOF OF INVENTION

| _ 6=30-00 ' Purpose’ | '

10 General Assumptions

20 Determination as to Patentability

30 Inventions of Trivial Value or Significance

40 Inventions of Subsgtantial Value or Significance

50 Publication as an Alternative to Patenting--
"Printed" Publication ‘ _

60 Notebooks and Original Records—Evidence of Invention

PURPOSE

This chapter provides supplementary oriteria for Department
personnel who are charged with responsibility for making :
recommendations as to the patenting or publication of invene
tions in which the Department has an interest (45C.F.R. 7.5).
It is issued, with the approval of the Department Patents
Board, pursuant to Department Ragulations (45 C.F.R. 6.5).

GENEEQL ASSUMPTIONS

The Department's 1nterest 1n inventions is almost the reverse of
that which generally prompts a private patent application. Its
concern is not to withhold the invention from the public or to .
charge royslties for its use but to assure the availability of
the invention to all (45 G.F.R. 6.2). This assurance with
respect to an invention may be lost if an individual claiming
priority of invention files a patent application.

The Department therefore does have an interest, and under
Executive Order 10096 it has an obligation, to take approw
priate defensive action, to protect the interest of the
Government and the public against potential adverse claims,
Such action may take the form of initiating a patent. appli-
cation or by full disclosure through publiication.

Since not all inventions are of sufficient importance to
warrant the labor and expense of patenting, and since the
Department does not itself meintain staff or facilities for
such purpose, the nesd for patenting and the resources
avaeilable for handling a patent application need to be
weighed carefully before. a determination as to patenting
is made. .

DETERMINATION 4S TO PATENTABILITY

No recommendation as to patenting should in any case be made
unless it is first determined that the invention may be

 patentable, .
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cnm:m FOR mrmme OR P BLICATIOR-RROGF OF INVENTION _Pege 2
{6-30-20 continued £ | _ o

B, The detsrmination as to whether the invention "may be patentable®
should identify the originslity of concept, as well as the elementes
of novelty and usefulness, believed to be present in the inventionm,
This is for the reason that, even though an invention is ®new and
ugeful® it ia not patentable 14f the differences betwesen the subgect
patter sought to be patented end the prior art ars such that the
pubject matter as & whole would have bsen obvious at the time the
invention was made to s person having ordinary skill in the art to
vhich the subject matter pertains,” (35 U.S.C. 103)

C. ‘dhether it is determined that the :l.nve:rbion may or nay not be patent.
able, the basis for the conclusions reached should be indicated in the
determination, For sxample, a written report on these pointa by
research workers who have familiarity with the art in the particular
field is valuable, because it may indiecate that the invention has been
fully anticipated. In any event, the report itself will constitute a

record bearing on the relation of the invention to the prior art, and
80 may serve a protective purpose.

D, The determination should set forth fully the dates of conception and
of reduction to practice (or of the successful test or performance)
of the invention, anmd of anmy prior disclosure (speeches, writings,
printed publication, ete.) or use thersof. Theee are impertant be-
cause the inventlon will mot be patentable if at the time of the
deternination it hes been for more than one year either—

1. describsd in a printed publication in this country or abrosd; or
2, 1n public use or on sale in this country (35 U.S.C 102(b))s
6-30~30 j " ' ) | |

A. Unless "useful® to soms degree, the invention will not be patentable.

B, Even though the invention is possibly pateniable, it may be recom-
mended that title be left with the inventor, pursusnt to section 7.3
(b) of the Department Regulationa on grounds of "insufficient
intereat,® subject to liecense to the Goverment under any ps.tent
vhich may be secured,

C. Govermmeni Pinteresit® has two aspects., First, the Govermment has an
interest as a potential user of the invention in its own operations
or as & purchaser of products embodying the invention. Second, it
has an interest {(particularly strong in ths field of research) of
preserving for the public the products of its work and investment.
Ordinerlily, therefors, a recommendation of dedication to the publie
by publication rather than a finding of insufficient interest is
appropriate in the cass of all but patently trivial gedgets in which
there has been no substantial investment of Govermment time or
facllitiesg

D. Dsteminations of “insufficient interest“ are subjest to reviev by o
the Chairman of the Govermment Patents Board. : b

GENERAL ADMINISTRAT LON i} T (9/17/56)




Page 3

CRITERI& FOR PATENT ING OR.PUBLiCATION-—PRDGF OF INVENTION ::6-301400'
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Iﬂ!ENTIONS OF SUBSTANTIAL VALUE OR SIGNIFICANCE

In general patenting should not be recommended when printed publication
of a technically adequate description can be, or has been, arranged, or
disclosure to or use by others can be, or has been, arranged under
safeguards which will assure the availability of proofs as to time of
conception, reduction to practice, and disclosure. (A person is not
entitled to & patent if "the invention was known or used by others in
this country, or patented or deseribed in & printed publication in
this or a foreign country, before the invention thereof by the appli-
cant for patent.® 35 U,S5.C, 102 (a).,) Certainly patenting should not

in the absence of unusual justification be reccommended if the one year

period which may elapse between a printed publication and the filing
of an application has almost elapsed,

Patenting, however, is appropriately recommended when--

1, it is deemed sdvisable, in the case of an invention of high
pobéntial significence to the public health, safety, or welfare,
to obtain maximum assurance ageinst potential rival claims by
establishing priority of invention and diligence in reducing to
practice; or ,

2. it 1s deemed ndvisable, for reasuns of health or safety, to retain
control (beyond that afforded under the Federal Food, Drug, and
Cosmetic Act, as smended, or the Public Health Service Act, as
amended, or other Federal control legislation) of the invention
itself, with legal authority to 1mpoaa restrictive conditions on
its use, or -

3. othar Federal agencies have such 1ntarest in the invention that
they would te prepared to prosecute the patent application.

l, Filing may be especially important as & protective device when
there is likely to be a considerable lag between conception and
actual reduction to practice and the invention is in a highly
competitive field or when the invention is a basic oune likely to

-constitua &’ key to aubeequent advances in the art.

2, The filing of a patent application mey be of great practical

importance in case of competing claims because the Commissioner
of Patents is under a duty to give notice and have questions of
priority determined by & board of patent interferences whenever
an application is made which would seem to interfere with any
pending application or any unexpired patent. (35 U.5.C, 135)

3, "In determining priority of invention there shall be considered
not only the respective dates of a conception and reductior to
practice of the invention, but alsu the reasonable dlligence of
one who was first to conceive and last to reduce to practice, for
& time prior to conception by the other," (35 U.S.C. 102 (g)s

TN=6 (9/17/56)
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(8230400 continued )

D,

E.

| 6-30.50

A

B,

c.

L

4o If a patent has issued, the filing of an & lowable epplica- :
tion is regarded in 1itigation involving priority of invention as Ry
a constructive reduction to practice and as ovidence that the
inventor made his invention at least as early as the date of
filing, :

The inventor's interest, as a matter of prestige and professional
reputation, in having a patent issuved in his name does not Justify a

‘recommendation for a patent application to be prosscuted at the

expenge of the Govermment,

In order that final determinations as to ownsrship may not be delayed
perding resolution of the question of petenting, the operating agency
mey meke a determination to patent contingent upon the availability

of timely arrangements for the prosecution of e patent applicmtion, B
with reliance, in the event that these are not feasible, upon publica-

tlon to protact the public interest.

PUBLICATION AS AN ALEERNATIVE T0 PATENT;EG—-"PRINTEQ FUBLICATION

Publication, to be effectiva as an anticipation, reqpireé a full
disclosure getting forth the essential elements of the invention,
and the manner of making and using it,

Such publication may be made in a technical journal or digest, in a
publication of the operating agency (e.g., Public Health Reports,
Social Security Bullstin) or in any other printed publication,

Additionally, the Office of Technical Services in the Department of
Commerce, through the monthly publication of "U. S. Government
Research Reports", provides a means of achieving technical "publica-
tion" as well as a means of disseminating papers which disclose the
results of research, Original reports filed with the Office of
Technical Services are deposited in the Library of Congress amd
copiss may be ordered from the Library in photocopy or microfilm,

In addition, Office of Technical Services is prepared to distribute
stock copies of scientific research reports for government agencies.
Listing in "Research Reports", together with the deposit of a type-
written or other copy in an appropriate Federal library, and published
announcement of a meens provided for duplication of copies for the
public have been held to constitute "printed publicstion" under

35 U.S.C. 102(b)s An operating agency wishing to avail itself of this
channel should communicete with the Chief, Technology Division, Office
of Technical Services, Department of Commerce.

—
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Ty D
i 6~-30-60 NOTEBOOKS AND ORIGINAL RECORDS—EVIDENCE OF INVENTION

- Ae.  Whether or not a patent application is filed, written records, and
particularly original records, properly dated, are important evidence
of invention both as to completeness and the time when made. When

. these exist they may be used defensively to prevent the issuance of &
. . patent on an invention subsequently conceived, or to contest the

' validity of a patent which may have been granted to mome other person,
For such purpose, the conception should be recorded, with indication
of the date of conception, and immedistely eorroborated by communice
tion to a competent witness who may be asked to read and initial the
record, indicating the date of his initialing, Reduction to practice
should be corrobated by a witness who observes the actusl test or
performance. Accurate dating is an essential factor in such records.

Bs The operating agency, to the extent deemsd consistent with good

' research practlce, should require of its research workers the making
and preservation of records which will serve a probative purpose,
This is especlally desirsble in the case of developments failing
within section 6-30-40,B1,

’/W*
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.GENERAL ADMINISTRATION ~ -~~~ . . " °  PHS: 6-10-01
..Patents and Inventions :
CHAPTER PHS- “6ml10
" REGULATIONS AND POLICIES FOR PROCESSING PUBLIC HEALTH SERVICE
EMPLOYEE INVENTION REPORTS AND DETERMINATIONS ey

PHS: 6-10-00'”Purpose R
01 Definitions - - . B
702 Duty of Employee to Report Inventions

~Conception of the Inventlon o

Ol Reduction to Practice =~ -

)5 “Procedure for Submittlng Reports

06 Determination as to Patentabllity

’Y,Flnal Determination

"Regulatlons end Pollcy

BHS: o
6-10:oof:jPURPOSE

} This chapter (l) summarlzes the rlghts and duties of employees with ;
; - respect to inventions which they may conceive while in the employ !
""'of the Publi¢'Health Service, DHEW, and (2) prescribes the prow 1
cedures to be 'followed for submltting invention reports and making |
determinations as to patenting. The chapter ig of special concern
to employees engaged in research, or administrative work of a ”i
research nature, since. they are most- likely to develop or recognize
work of a patentable nature, Bach enployee, however, should be ;
aware ‘of what an 1nvention is, his duty to report it and how to 1
prepatre the report.

pHS: .
6-10-01"* DEFINITIONS "

o A@j_Deflnitlon of ‘an Employee.  As used in this part, the term

e TPHS Fmployee” means any commissioned officer or employee of
the Public Health Service, Department of Health, Education, - ke
and Welfare, except such part-time consultants as may be g
excluded therefrOm by & determlnation made in writing by
the head of the employee s office or constituent organization.
A person shall not be considered to be a part-tlme employee

_'or part-time constltant for this purpose unless the terms

“of 'his ‘employment contemplsate that he shall work for less
than the minimum number of hours per day, or less then a .
ninimm number of days per week, or less than the mlnimum'“

_ .number of weeks per year,’ regularly required of ‘full-time

7 employees of hlS cless. s

B;::Definition of an’ Invention. Any process, art or method,
- - ma.chine; manufacture, ‘or improvement thereof may constitute
“an’invention if it is new and useful, and would not have :
been obvious to a person having skill in the art to which B

»
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. REGULATIONS AND. POLICIES FOR PROCESSING PUBLIC HEALTH SERVICE .

6~lQEOl{ - ‘ EMPLOYEE INVENTICN REPORTS AND DETERMINATIONS

PHS:. . .
(6-10- Ol contlnued)

‘ 1t'feiefeéJ”“A'“nrbcesé ‘may be either a connected’series
of steps or a nrew use of & process, machlne, manufacture,
or composition of matter. In a patent sense, the word
"new" has.a broader meaning than it. has in common usage.
The usual test of novelty applled by the Patent Office is
the novelty search in Whlch avallable prlnted matter is
consulted to.find if there. is a prev1ous descrlptlon of
the invention claimed. This search.brlngs forth prior
published knowledge.' Any reference ~prior to ‘the patent
.application is considered bj the Patent Office £o be prior
art. A description published more than one year prior to
the date of an application for patent constitutes a =
statutory bar to patenting. Prior unpublished experimental o
uses, abandoned experiments, or lost arts are not” proper '
_references._ - -
, An'lnventlon is useful in 8. patent sense 1f 1t lS capable
Qnof performlng some benef101al functlon., .

CeES: . 0 R I
.. 61002 " 'DUTY OF EMPLOYEE TO REPORT INVENTIONS

'ijiEvery PHS employee is requlred to report promptly any Ainvention
fconcelved by him which bears any relatlon to '

(a) " his official duties; or v
(b) was made in whole or in part during working hours; or
(¢)  was made with any contribution of Govermment facilities,
o .equlpment, materlals, funds, or information; or
o {a) 1ncluded ‘time or services- cf other Government employees
I on offlcxal duty.,_

“f"Even in those 1nstances where doubt exists on the relationship

" of the inventlcn to offmcxal duties, Government facilities, ete.,
“the invention will be con=1dered reportable._ This is necessary
1n order to establlsh the c1rcumstances surroundlng the invention

PHS: -AI‘HL- ;,';3—, P
6-10-03 - CONCEPTION . CF THE. INVENTION ..

An invention begins with its mental visualization or conception.
..., However, the conception must be complete and include the result
. . &as well as the means for bringing about that result. Because the
'.7fconception is a mental process, it must be communicated to others

i
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'REGULATTONS AND-POLICIES FOR PROCESSING PUBLIC HEALTH SERVICE -
EMPLOYEE - INVENTION: REPORTS AND DETERMINATIONS.  6-10-05

FHE:
(6-10-03 contlnued)

tj:who understand it before it ‘can be proved satisfactorlly. The

. .Gate of conception is the earliest date to which an .inventor

. :-can be entitled for prlorlty purposes. If the: inventor can

', demonstrate :reasonable, continuous dlligence in carrying out
;»a(constructlng and . testing) the concelved 1nvention, for purposes
.. 0f priority, he may be.considered as having made the invention

. . when he.began the continuous diligence. . If this dlligence began
cooimmediately after. _conception, then. the date to. which the inventor
'3iS entitled is the date on: whlch the: inrention was conceived.,

. 6-10-04  REDUCTION TO PRACTICE OF THE INVENTION

The act of transforming an inventive -concept 1nto physical. reality

(construction and testing) 1s referred t6 as "reduction to practice"
.. of the invention, -The general rules of reduction to practice for
.:.-the- four most important classes of inventlon arE' fowr

-;(l) For a process.................. when 1t is successfully

o : o - q:performed this. normally re-
;0 ooquires-a test-.of:results to

- dsmonstrate the -Suceess,

. ﬁ(éiljsér'é{ﬁaéhiné;.;;l;};.;.;;ll;;; when it is asseMbled and
R R cies o ewore bested or: used

H;(é)-str~sn:srtiblslbf ﬁsnnfaétyré.mfwhen 1t 15 completely mami-
T T L : oo o . factured. and. tested or used.,
Ji;(h)i}fbr?s3g¢ﬁ§BSitibﬁzoffmsttér.;g.‘when 1t 15 completely com-

ey e oo s e oo posed. and. tested or used,

. PHS: .
6~10-05 PROCEDURE‘-S., FOR: SUBMIT'TING INVENTION. REPORTS

Reports. of .inventions shall be prepared in at least four (&)
copies on form PHS- 3969 Employee Invention Report. Additional
copies of . the rEport, for internal bureau use, may be determined
by the individual bureaus. An initial supply of this form is
P : being forwarded under separate cover. Replenishment of stock will
H o be made in accordance with the PHS Forms Catalog. If more than
; ' - one person conbributed to the invention, the  joint inventors will
: also sign the invention report. The signed’ rEport, and copies,
I : ... will be submitted to the ilmmediate supervisor. When a supervisor
! ' e ﬁ;receives s completed invention report, it will be Torwarded to the
bureau official (Patent Attorney, if any) responsible for reviewing
“and transmmtting the invention report to the 0SG Patent Staff.
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REGULATIONS AND POLICIES FOR PROCESSING PUBLIC HEALTH SERVICE

PHS:

PHS:
6=10~ 06 DETERMINATION AS T0O PATENTABILITY

. Before a recommendation as to patenting can be made, it is
‘pnecessary to determine whether the invention may possibly be
patentable. This-determination may be made only by the PHS
“Patent Staff or the Buresu Patent Attorney. - Even' though an
“‘invention is "new and useful," it is not-always patentable if
‘"the 'difference between the subject matter to be patented and
the prior art are such that the subject matter as-a whole would
“have been obvious at the- time ‘the invention was made to a person
- “heving ordinary selll in the ‘art to which the subject matter
- pertains." " (35USC 103). Additional guidance as to patentebility
may be found in the DHEW General Administration Manual, Part 6

Chapter 6-3 .

0 6m30=0T DETERMINATION AS TO PATENT RIGHTS

X Form PHS-3968 Determination on: Employee Invention will be used
< in preparing determinations. ‘The forms will be prepared in an
" .. ‘original and five (5) copies. A supply of this form may be
-+ obtained from the HEW Central Stores Section. ' If the recommen-
: "dation to 'patent or publish is prepared by the Bureau Patent
» JAttorhe¥, the first carbon copy will be initialed by the Bureau
.‘Executive Officer or his designee and forwarded to the PHS Patent
Staff, Recommendations, to patent or publish, prepared by the
I -PHS Patent Staff will be forwarded to the appropriste bureau for
“ ;initialing before processing. Following review by the bureau,
- the recommendation will be forwarded to the Department Patents

ﬁ@-“f i Officer who will initial the first carbon:copy prior to submitting

':;gfnai'ﬁ "“the recommendation to the Surgeon General. The Surgeon General

is the only individual in the Public Health Service with ‘the
authority to meke the final determination on patent rights. The
original copy will be returned to the Department Patents Officer,
The remaining coples will be distributed as follows:

.18t carbon copy - PHS Patent Staff:
- Bemaining copies {surgeon General's file
' " (Bureau file

(Employee” (Inventor)
(Division file ~

6-10-08 'REGULAEIONS AND_POLICY -

"7 hAdvice and. consultation on patents is'available within the
Immediate Office of the Surgeon General ‘from the PHS Patent Staff.
fHowever, employees should ‘be familiar with the following applicable

EMPLOYEE INVENTION REPORTS AND' DETERMINATIONS . pPage b
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 REGULATIONS AND POLICIES FOR PROCESSING PUBLIC HEALTH SERVICE
EMPLOYEE INVENTION REPORTS AND DETERMINATIONS , 6-10-08

PHS:
(6- 10-08 continued)

regulatlons and policies of the Government and the Department

A, Govermment-wide Regulations., Uniform requirements appli-
cable to all Government employees for determining the
ownership of inventions made after January 23, 1960, were
established by Executive Order 10096, as amended by Executive
Order 1093C. The provisions of these Executive Orders are
administered by the Commissioner of Patents. Regulations
supplementing the Executive Orders have been issued by the
Commissioner in the form of Administrative Orders, together
with interpretations and other procedursl instructions.

K -~

B. Department Regulaticns. Department regulations, published
in the Federal Register (20 F.R. 6747), supplement these
directives for purposes of application to this Department.
These regulations (45 C.F.R. 6.0 to 8.7) are reproduced in
Part 6 of the General Administration Manual. Sections 7.0

" to 7.8 of those regulations deal specifically with employee
inventions and specify the machinery for determination by
the head of the constituent agency on (1) ownership rights
in the invention, and (2) disposition of the invention in

~the public interest,

C. Department Policy. It is the Department policy that the
results of Department research should, as a rule, be made
widely, promptly, and freely awvailable to the public. Often
this availsbility will be adequately preserved through dedi-
cation of the invention to the public by publication. At
times, however, it may best be assured by patenting, and
subsequent issuance of licenses or dediecation of the patent
to the public.

\_  PES TN nf-12 (2/15/62) . ‘ GENERAL ADMINISTRATION







