54160 - Federal Register I‘Wdf’ﬂ.;ﬁb.ﬁl'f-vMon&hf; November 16, 1982 {. Notices : - -

DEPARTMENT OF HEALTH AND . "." FOR FURTHER INFORMATION CONTACT: /. manufacturers and processors of the - . ~
HUMAN SERVICES - - :.: ‘<< %.: - Dr. Williant Cibulas, Divisionof . >~ .., . bazardous substances under the Toxic -,
St Ereas st Toxicology, Research Implementation . Substances Contro] Act [TSCA) and -
Agency for Toxic Substances and ~""*" g o Agency for Toxic Substances =, registrants under the Federal -~ 7"
Disease Reghtry . -"'-‘*_“i'- ~F 83T S and Disease Registry, Mailstop E-28, © *“Insecticide, Fungicide, and Rodenticide -
A = e et 2wk~ S - 16800 Clifton Road NE., Atlanta, Georgis .- Act (FIFRA), or by cost recovery from 2
ATSOR-$1 |, o .- izl e 30333, telephone 404-839-8308. ... . . fesponsible parties under CERCLA. | |
- - S T e T v e e D e ety Yemiere o Furthermore, section 104(i)(5)(C) states -
Revised Procedures For Conducting = SUPPLEMENTARY INFORMATION 5... -_ - thatin developing and implementing the
IS - e Ay * - research program, the Administrator of - .

Voluntary Research - IR A P S e .
e . = ATSDR and the Administrator of EPA ..

e o e < 4 g, Background T e oo L .
AGENCY: Agency for Toxic Substances .- - The Comprehensive Enyironmental - : - shall coordinate such program with the -
and Disease Registry (ATSDR), Public , Response, Compensation, and Liability - National Toxicology Program [NTF) and .
Health Service (PHS), Department of . - - Act of 1860 (CERCLA), as amended by ., with programs of toxicological testing
Health and Human Services (HHS). ‘.- e Superfund Amendments and ' *" egtablished under TSCA and FIFRA.T ~ '

: » Noti B w7 =%- - Reauthorization Act of 1686 (SARA) {42 ~ achieve this coordination, ATSDR - - - L
ACTIO ce. .. L0, &g;s “?‘tg%y r:i% dé;t ATSDR: t(:l’ * established ﬂ:;l;'hgency Sup(grrfund C)

: e L - v op jo e Environmental -  Applied Rese Committee {TASAR
cumwm This notice announces the - _Protection 4 cy(I'IPA)p list of <l _.:ﬂom for ATSDR, EPA, and NTP to
revised procedures for volunteering 10 -~ ~ "paz74:dous substances found at National” "@iscuss and coordinate use of potential
conduct research as part of the ATSDR _- Priorities List (NPL) sites {in order of _ - ' mechanisms for developing and ~-...._
Substance-Specific Applied Research <~ “prigrity), (2) prepare toxicological - implementing this CERCLA Substance-
Program autborized by the -+ ... . profiles of these substances, and {3) =™ Specific Applied Research Program.
Comprebensive Environmental - - .. ggsure the inltistion of & research .~ 'Meetings of the TASARC are not open

Response, Compensation, and Liabiity * program to fill identified dataneeds . * 1o the public. The first meeting of ,
Act (CERCLA or Superfund), as ‘ associated with the substances. . - TASARC was held on April 20, 1092, to

':':}:g‘d:rdy' Eﬁ:rm:::. uﬁcg.mnd“cm The idenﬁﬁc:lﬁon of the priority d‘g.' "inform the Committee on the Agency's

o A """ needs for 38 priority bazardous .. -~ progress in implementing the Substance-
;:g:uum lméhze(:;d r;r:lyga%':::wc substances was described in the Federal Specific Applied Research Program, and
was invited 1o comment on the .. .» Registex (56 FR 52178, October 17, 1991), 10 seek the Committee's inputin - -
procedures and the attendant . public comments were invited, and . . planning for the Agency's public meeting
Memorandum of Understanding (MOU]. companies were requested to volunteer . on voluntary research held on April 29,
The voluntary research willbe - to conduct research to fm specific - . . 1902 e )
conducted by the private sector to fiil Priority data needs during the public*." - The ATSDR encourages private sector
priority data needs for hazardous comment period for that notice. The organizations to conduct yoluntury
substances that are the subjects of the  Federal Reglster notice, “Announcement research to fill specific priority data
ATSDR toxicological profiles. This . = ©of Final Priority Data Needs for 38 needs identified in the Agency's

ti - ; 5. Priority Hazardous Substances”, which . Substance-Specific Applied Research .
notice describes the revised procedures includes a second call for private sector Program. Toward that end, the -

OATES: The ATSDR considers this  * ~ voluntarism, is being published in this  procedures for conducting voluntary
voluntary research effort to be of “{ssue of the Federal Register. Future . Tesearch, and the attendant

significant importance to the continuing - Federal Register notices will announce ~ Memorandum of Understanding, wers -
development of the Substance-Specific  the names of companies thathave - - developed by ATSDR and announced in
Applied Research Program. Therefore;  volunteered to fill specific priority data  the Federal Register on February 7, 1962
public comments concerning this *© -  ‘needs. : - . L {57 FR 4758). The Agency is awareof .

Federal Register notice will be accepted The major purpose of this ATSDR ™ mcl:i:m!:s within :’%lln“: ::gn;x:t:.or:h the

throughout the Agency’s involvement . p

with voluntary re:elrih. .. .. . Substance.Specific Applied Research ~ .n4,,040q by companies with vested .
- . - ” Program is to supplement the substance- o0 i the research. Therefore, the

ADDRESSES: Comments on this notice..  specific information needs of the public Agency encouraged the public to .
should bear the docket control oumber  and sclentific community, and to supply comment on ATSDR's procedure for
ATSDR-81 and should be submitted to . necessary information for conducting . - conducting voluntary research.
the Division of Toxicology, Research ' comprehensive publichealth .- .~ *  Aq4itonally, for each research project

- Implementation Branch, Agency for' . assessments for populations living in the /4 104 v&lumarily the MOU (signed
Toxic Substances and Disease Registry, vicinity of b ous waste gites. This - by ATSDR and the interested company)
Mailstop E~28, 1600 Clifton Rosd NE. ~ program will also provide datithatcan . "a TSR approved study plan, peer '
Atanta, Georgia 30333. Requests fora  be generalized to other substances or reviewer's comments, and the final -

copy of the model Memorandum of - -areas of science, inclu risk . . : .
Understanding should be addressed <~  assessments of chemi:a‘;:? thus creating a’:x‘iaﬁﬁgﬁ%ﬁgpﬁ:ﬁ;zgf: : ;‘B
similarly. - " . ascientific base for filling a broader - 1. o ion and times indicated in the
C(;ml:llm?u onbtlhininoﬁce il bcth .-, Tangeof data need_a'. LT REEETE T ADDRESSES section of this notice.
available for public inspection at the ~. - ™ L.t
Agency for Toxic Substances and . Procedure for Conducling Voluntary : ma:‘sm%Rpngz'i;o;:;? ,_i;:? l:gl‘nla?’m;y
Disease Registry, Building 4, Suite 2400, Research S et T e high quality scientific work. This
Executive Park Drive, Atlanta, Georgia *  CERCLA, as amended in section” °  necessitates peer review of study -« -
{not a mailing address}, from 8 a.m. untll 14411305 )D) gtates that it is the sense of protocols ang results consistent with -
4:30 p.m., Monday through Friday, - - Congress that the costs for conducting ~ CERCLA section 104(i){13). CERCLA -
except for legel holidays. -~ --i. .- thisresearch program be borne by the ' requires the peer review panel to consist
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- of three to seven peer teviewen who (ﬂ . The Agency fs cogniunmf the pdvute Private sector orglniuﬁom [companiu)

are selected by the Administrator of -~
ATSDR, (b) are disinterested scientific =

expetts, (c) have & reputation:for . ~~"--'~,-
scientific objectivity, and {d) lack -
institutional ies with any person - . °
involved in the conduct of the ltudy or
research under review. - B .
" The ATSDR held a public meeuns on
April 29,1992, to discuss the proposed
procedures for voluntary research, =
Comments were received from indultry
groups, environmental groups md R
Federal agencies. As a result of -
discussions at these two meetings lnd
. other public comments received by the
"Agency, ATSDR has revised the --
voluntary research procedures, The "~’
major revisions and clarification of the -
procedures are described below. -
ATSDR now believes that prior to
negotiation of the study plan, it would
be more appropriate to have a Letter of
Intent submitted by the interested
company, rather than to have the MOU -
signed by the interested company and .
the Agency as originally indicated. In
the revised procedures, the interesied
tompany and ATSDR will enter into an |
MOU after the study plan has been - .-
approved by the Agency. Furthermore,
the procedures will now indicate that
ATSDR encourages innovative
protocols, where appropriate. With
respect to the role of peer review, - -
ATSDR will continue to pursue its
policy of peer review of both study --
protocols and results as mandated under
CERCLA. However, to the extent that
research protocols entail accepted test
guidelines developed under TSCA, .
FIFRA or by organizations such as the
Organization for Economic Cooperation
and Dev elopment (OECD), less rigorous
peer review of the study protocol may
be required. Furthermore, the pesr - -
review process will not supersede the
function of Institutional Review Bodrd
" activities related to protection of lm.man
subjects or animals. ' - - -
With respect to potenuel termlnelion
of the MOU at the convenience of either
- party. ATSDR intends that this action "
will be taken as a last resort, and that
- prior to such an action. all possible- - -
avenues of dialogue with the private ™ - -
sector organization would be pursued,
within reasonable limits. However, -~
decisions as to what constitutes a .
breach of the MOU will be at the . "«
discretion of ATSDR. Moreover, ATSDR
recognizes that in the courseof -
conducting research, unexpected and.
unanticipated delays may occur and:
wherever possible this will be ~—~ 1+«
negotiated with the private sector -4z -
organization in the spirit of mumel THEY
cooperation. . : -

i |

. . under the MOU is not intended to

- or

. the direct and indirect tosts associated

- of its overall program. -

© sectot’s concern that EPA may requxn
industry testing during or following a
woluntary research effort with ATSDR

. which may be regarded as duplicative of
that éffort. There are several safeguards
to prevent this from happening. First, = -
ATSDR, EPA, and NTP are coordmeun'g

" o conserve the testing resoyrces of bo

the government and the private sector

- and avoid unnecessary or dupbceﬂve
" testing. This coordination occwrs at

many points: the review of ATSDR's

" toxicological profiles, review of ATSDR

dats needs documents, meetings of
TASARC and the Interagency Testing
Committee, and review of research -
proposals developed under A'I'SDR'
voluntary research program. EPA
intends to review research propouh
develaped under this program for )
conformity with basic testing concepts
under TSCA, FIFRA, and the OECD. ~
" Second, the Toxic Substances Control
Act expressly requires EPA 16 find that

data are inadequate to reasonably ... .

determine or predict the effects of a .. °
chemical substance. EPA has alreedy -
interpreted this to mean that it cannot
require duplicative testing. As a matter -
of policy EPA will not require testing in
- rule which duplicates ongoing testing
by government or the private sector

. Ppursuant to an MOU until the test data -

are submitted, reviewed and determined
to be inadequate. There may be '
instances where research conducted
under an'industry/ATSDR MOU will
yield results which indicate additional
testing is necessary or where the testing

address the endpoint of concern 10 EPA.

In these cases, EPA may exercise its .

authority to require testing under TSCA
FIFRA. - ’

1t is generally the policy of ATSDR to

rely on data and studies which are .
publicly available, with the exception of
personally identifiable information oo -

 study projects. Therefore, research - _
conducted under this program should be ,

designed 30 as not to disclose Trade -
Secrets or other Confidential Business -
Information. If the company finds that
such research is impossible to conduct . :

under this restriction, ATSDR will enter -

into discussions of altemnativa solutions,’

- or may choose to {erminatle negotiations.

Finally. in reference to research costs,

with the research program are these:
incurred by the research sponsor and
no!' by ATSDR. The Agency will assume
responetblhty for administrative costs .
including the cost of peer review as plr!

=T

-"The procedures for conducting ¥

'. voluntary research are described below

.,a..)v“ T ”

" interested in volunteering to

= pesearch on priority data needsare . ¢
asked to submit to ATSUR, (n writing. «
brief statement that addresses the -
‘priority data need(s) to be filled and the
methods to be used. It should be noted
that ATSDR encourages innovative
ptotocols. where appropriate. Therefore,
- the interested company should indicate
when innovative protocols are being

" proposed. Interested companies may

. address substance-specific data needl
or, where appropriate, propose to .
conduct relearcg that will provide - -
information relevant to classes of
chemical substances or which may be

’ ﬁenerallzed to other areas of science. lt

should be noted that all voluntary |
research conducted to fill ATSDR's
priority data needs should comply with
the Depariment of Health and Human
Services' Laboratory Animal Welfare
Act of 1968 (Pub. L. 89-544, as amended,
7 U.S.C. 2131 et seq.) or Protectionof
Human Subjects {45 CFR part 44). ..
The interested company's statement
will be reviewed by TASARC. Based on
TASARC's recommendations, ATSDR
will determine which, and how, specific
. voluntary research projects will be
pursued with volunteering companies. In
instances where volunteered research
initiatives are considered by TASARC
to be more appropriate for EPA . .
response, EPA may negotiate directly

- with the interested company.

If ATSDR decides to pursue a specific
voluntary research project submitted by
.a company, the Agency will request the

~*." company to forward a Letter of Intent

within four weeks of the approval of the
company's statement. The Letterof .- -
Intent should indicate that the company
is prepared to enter into discussion with
ATSDR regarding the research plan to
fill a specific data need identified by the
. ATSDR Substance-Specific Applied - -
.Research Program. Furthermore, the
Letter of Intent will state that if the -
research plan is approved by ATSDR,
the company will negotiate an MOU

" with ATSDR pnnr to in.memm of the
research. - - -

The Agency mogmzes thel two or ’
more companies or a consortium of -
interested firms may elect to enter into
collaborative efforts ir pursuing one or
more research projects, therefore, where

. appropriate, a single MOU will be
. signed between ATSDR and multiple

companies. Following the submission of
the Letter of Intent and prior to the °
initiation of the research, the interested
company will negotiate with ATSDR to
agree upon an approved study plan
including testing protocola and hme -
schedules.~ - - - -+ The e s S
: ’
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ﬁimmplnylhnmbmlqum mmmlchdnhmdeompkhudn 'ﬁewu.and(mhmd(lndhﬂun:,
a study plan for sach test aix weeks . - date of the study will be established ....” case of records, copy) any records and-
aﬂenubmthnglbchnudlntnz.m hmhwudnudyﬁm.hhhf 'opeummnquiredhbemnundh
study pian shall include test protocals | progress shall be submitiad 10 ... connection with research perhrmod
and a schedule with reasona -~ ATSDR within six months after the .- " -puuuammtbeMOU
timetable and deadlines for initiation .. {nitiatioa of testing and thereafter within - -(8) Submission and publw-ltwa nl
and completion of esch test and ek months after submission of each - data—All date and reports subrmitted la

submission of interim and fnal Npot{l.

previous interim report. The ﬁnnlrepm

/The test protocols will be reviewed by  on the results of testing shallbe .

an ATSDR-appoinied peer review
H ATSDR disapproves the mldy
inform the company of the - ..
deficiencies of the plan. The company-
may request reconsideration of the
study plan, resubmit a modified mu!y
plan, or elect to terminate further
discussion on the propossed research °
with no obligation of either party. In the
event that the company resubmitsa ™
modified study plan and ATSDR .
disapproves it, the Agency may elect o
terminate further d:mnian. -
H the study 5‘ is approved by
ATSDR upon the recommendations of
the peer reviewers, the company will

enter into an MOU with ﬁ:e Agency. The with the research report
content of the MOU is described below: |

{1) Identification of the party ér
parties comprising the company which
enters into the MOU—This section .
consists of the pame and address of -
each party mpomible !’or the conduct-
of the reses

{2} 1dentification of the lu'blunec{o)
subject to research requirements vnder
the MOU—This section consists of the
name and Chemical Abstract Service
{CAS) Number of the chemical .
substance(s) that is the subject of the
MOU. The chemical substance(s) to be

an. ft ~ weeks following the end of the study.

submitted to ATSDR no more thnnm

Final reports will not be accepted lh

data are designated Confidential -

. Business Information (CEI) or otherwise -
. festricted from rnblir. disclosure, with

the exception o pmonnlly identifiable
information on study

Moreaover, ATSDR'S nr.ceplum of the
final report will be contingent \x:n

.. approval by ATSDUR fallowing

* reviewers' recommendations, eomutent

- - with CERCLA section 104(1](13) pesr

..review requirements. All results of .
research conducted pursuant to the .
MOU and »ll supporting :ﬁl‘ b:uodlted
m&ded to Amtgemdbﬁade lVIﬂ:}ﬂl
Agency to the public as part of its
implementation of sections 104(1')(3) lnd
{8) of CERCLA. - ~ :
{5) Modifications of ltndy
guidelines, und schedules—¥ s com
intends to modify & study plan, protocol,
or schedule that was spproved
ATSDR, it must notify ATSDR in writing
of the proposed modifications and

" reasons therefor. H ATSDR approves of
. the modifications, the time schedule

established for completion of the tests
shall be ated and appcndod to

tested shall be as pure as reasonably the existing MOU.  ATSDR -
can be attained. However, under certain  disapproves the company’s request and
drcumstances, ATSDR recognizes that #t  the company does not awept ATSDR's

may be more desirable to test mixtures
or tachnical grade products.
Furthermore, alternate language will be
substituted when the subject of the -
research is a nman popuhﬁm. ssin
epidemiologic studies.

> (3) Identification of the effects or
cheracteristics for which research is to

decision to disapprove the modifjed
study plan, \h company may terminate
- the MOU. -

{6) Observance of Good Laboratory -
Practices—All research agreed to In the
MOU shall be conducted in accordance
with the Good Laboratory Practice .
'(GLP) standards codified in 40 CFR part-

be conducted—In this section, the health 792, to the extent that such GLP -

effects, environmental fate or other
characteristics for which research is to
be conducted under the MOU shall be
listed )
(4) Initiation of Research lnd
Submission of Interim and Final
Reports~The starting date of the
research project may be negotutcd o
depending on the type of research being
conducted. However, as a general
guideline, the research effort shall be
initiated within eight weeks of the .
approval of the study planand
" . .attendant test protocols, and the :}fn.lns
of the MOU. Written notification of the
starting date of the test willbe .. . -
submitted to ATSDR by the compuny

~ be affix

standards apply. Should Good - -
Epidemiology Practices (“Guidelines for
Good Epidemiology Practicesfor . -
Oompaﬂml and Environmental
'Epidemiologic Research”—The - ‘; :
emical Manufacturer Association’s
Bpldem!olog Task Group, Joumnal d
tional Medicine, Volume $3, ~
1221-1229, 1091) be relevant toa -
research e&m:jecl. those Practices shonld
to the study protocol. - -
{7} Inspections—The company shall
ensure that authorized employees of
.ATSDR are permitted, at reasonable
times and in a reasonable manner, to (i)
inspect any research or testing facilities

. that h conducﬂng mmrch pursuanl to

ATSDR pursuan? to the MOU shall be
sent to' ATSDR, in duplicate, at the -
address indicated in the ADORESSES
section. Final reports will not be -
accepted {f the data is designated
Confidential Business Information (CBI)
or otherwiss restrieted from public -

- disclosure. Furthermore, acceptance of

the final report is contingent upon
approval by ATSDR lollowing the peer

. reviewers' recommendations, consistent

with CERCLA peer review requirementa.
" The company maintains all rights to -
‘publication of data and results, however
all resuits of research conducted - -.- .
pursuant to the MOU and all luppaﬂing

". data associated with the fina! research .

report will be provided to ATSDR and
-made available by the Agency to the
public as part of its implementation d

.. section 104{i)(5) of CERCLA. .

{9) Payments of costs and expenses—
" Each company shall agree to pay all
costs, direct and indirect, associated -

pany withthemumhpmms.mw

will assume responsibility for
administrative costs including the cost
ql peer review as part of its overall

[10) Events constituting & breach of
,tbe MQU-—Failure by the company to:

{e) Initiate any test agresad to in the
MOU by the date uhbhzhed punnant

-to the MOU; .

{b) Adhere to GLP standards, v
established test procedures or accepted
practices of good acience to the extent

. ﬂut t'heu standards and prncﬁou

(r.) Submit any interim uport required
under the MOU by the date established
pursuant to the MOU; or .

. '(d) Submit any final report that
receives ATSDR's approval following

' peer review conducted by the Agency,

shall constitute a breach of the MOU. In
the event of a breach, ATSDR will not
impose any claim to damages, but at the

** - Agency's discretion may terminate the
MOU.

"For noelrch completed lublequent to

* {ermination of an MOU, or termination

of negotiations in anticipation of an
MOU, companies may not represent -
endorsement of such research by
ATSDR based on ATSDR's approval of

* a study protocol, phn or other nspect of

the research, _-

(11) Ter:mnnﬂon—Since the MOU fs
entered into voluntarily by ATSDR and
the company, termination by ATSDR is

»
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not considered mﬁwnb!\é lgeney ;
action pursuant to the Adminhu-lﬁv.

. their lu't'hodty ‘onder 3 uly other -
" provision of law; or the response nnd

Procedures Act or any other applicable - abaterment authorities of CERCLA. -

Feders] law, and there will be no appeal
process beyond that set out in the MOU.
The company may elect o terminate the
MOU at any time.

(12) Statutory compliance~Consistent
with section 104(i){12) of CERCLA. as
amended (42 U.S.C. 9604(i)(12)), nothing
in the MOU shall be construed to deiay
or otherwise affect or impair tha ,\ T ,'."
authority of the P‘rendem.'lhn DI
Administrator of ATSDR or the -
Administrator of EPA to exercise any uf

- As previously stated, EPA is not "»\
currently planning to participate as a
potenml signatory in MOU negotiations
arising from this Notice. However, if
EPA were to parficipate. the oouhnh
described above would need to ho
appropriately revised to reflect * -~ - ¢
commitments made by or to EPA, mﬂ
other matters deem npproprme by

‘-’ t"""l__r‘.

- the Tgu.rﬁ
e results of the research vla'tbh
.ATSDR Submnce-Speciﬂc Appued

Rmuchhwamwmbemodln

. public bealth assessment purposes lnd

- 10 reassess ATSDR's substance-specific
priority data needs. It is the intention of

the Agency, at this ime, o re-evaluate

the priority data needs for the listed

. bazardous substances every three yesrs.

Dated: Nowm\nrl. mz.

~ Administrator, A:ency for Toxic Subatanal "
* and Disease Regiatry. - - -
{mnoc.mmed u-&m p4s m]
mm.w
Ll e e ---\..-L--
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