§82.30

Subpart E—Updating the Scientific
Elements Underlying Dose Re-
constructions

§82.30 How will NIOSH inform the
public of any plans to change sci-
entific elements wunderlying the
dose reconstruction process to
maintain methods reasonably cur-
rent with scientific progress?

Periodically, NIOSH will publish a
notice in the FEDERAL REGISTER noti-
fying the public of plans to change sci-
entific elements underlying the dose
reconstruction process under EEOICPA
to reflect scientific progress. Notice
will include a summary of the planned
changes and the expected completion
date for such changes.

§82.31 How can the public recommend
changes to scientific elements un-
derlying the dose reconstruction
process?

(a) At any time, the public can sub-
mit written recommendations to
NIOSH for changes to scientific ele-
ments underlying the dose reconstruc-
tion process, based on relevant new re-
search findings and technological ad-
vances. NIOSH will provide these rec-
ommendations to the Advisory Board
on Radiation and Worker Health to be
addressed at a public meeting of the
Advisory Board, with notification pro-
vided to the source of the recommenda-
tions. Recommendations should be ad-
dressed to: Director, Office of Com-
pensation Analysis and Support, Na-
tional Institute for Occupational Safe-
ty and Health, 4676 Columbia Parkway,
MS-R45, Cincinnati, Ohio 45226.

(b) The public can also submit rec-
ommendations by e-mail. Instructions
will be provided on the NIOSH Internet
homepage at www.cdc.gov/niosh/ocas.

§82.32 How will NIOSH make changes
in scientific elements underlying
the dose reconstruction process,
based on scientific progress?

NIOSH will present proposed changes
to the Advisory Board on Radiation
and Worker Health prior to implemen-
tation. These proposed changes will be
summarized in a notice published in
the FEDERAL REGISTER. The public will
have the opportunity to comment on
proposed changes at the meeting of the
Advisory Board and/or in written com-
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ments submitted for this purpose.
NIOSH will fully consider the com-
ments of the Advisory Board and of the
public before deciding upon any
changes.

§82.33 How will NIOSH inform the
public of changes to the scientific
elements underlying the dose re-
construction process?

(a) NIOSH will publish a notice in the
FEDERAL REGISTER informing the pub-
lic of changes and the rationale for the
changes. This notice will also provide a
summary of the recommendations and
comments received from the Advisory
Board and the public, as well as re-
sponses to the comments.

(b) NIOSH may take into account
other factors and employ other proce-
dures than those specified in this sub-
part, if circumstances arise that re-
quire NIOSH to implement a change
more immediately than the procedures
in this subpart allow.

PART 83—PROCEDURES FOR DES-
IGNATING CLASSES OF EMPLOY-
EES AS MEMBERS OF THE SPECIAL
EXPOSURE COHORT UNDER THE
ENERGY EMPLOYEES OCCUPA-
TIONAL ILLNESS COMPENSATION
PROGRAM ACT OF 2000

Subpart A—Introduction

Sec.

83.0 Background information on the proce-
dures in this part.

83.1 What is the purpose of the procedures
in this part?

83.2 How will DOL use the designations es-
tablished under the procedures in this
part?

Subpart B—Definitions

83.5 Definitions of terms used in the proce-
dures in this part.

Subpart C—Procedures for Adding Classes
of Employees to the Cohort

83.6 Overview of the procedures in this part.

83.7 Who can submit a petition on behalf of
a class of employees?

83.8 How is a petition submitted?

83.9 What information must a petition in-
clude?

83.10 If a petition satisfies all relevant re-
quirements under §83.9, does this mean
the class will be added to the Cohort?
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83.11 What happens to petition submissions
that do not satisfy all relevant require-
ments under §§83.7 through 83.9?

83.12 How will NIOSH notify petitioners,
the Board, and the public of petitions
that have been selected for evaluation?

83.13 How will NIOSH evaluate petitions,
other than petitions by claimants cov-
ered under §83.14?

83.14 How will NIOSH evaluate a petition by
a claimant whose dose reconstruction
NIOSH could not complete under 42 CFR
Part 82?

83.15 How will the Board consider and ad-
vise the Secretary on a petition?

83.16 How will the Secretary decide the out-
come of a petition?

83.17 How will the Secretary report a final
decision to add a class of employees to
the Cohort and any action of Congress
concerning the effect of the final deci-
sion?

83.18 How can petitioners obtain an admin-
istrative review of a final decision by the
Secretary?

83.19 How can the Secretary cancel or mod-
ify a final decision to add a class of em-
ployees to the Cohort?

AUTHORITY: 42 U.S.C. 7384q; E.O. 13179, 65
FR 77487, 3 CFR, 2000 Comp., p. 321.

SOURCE: At 69 FR 30780, May 28, 2004, unless
otherwise noted.

Subpart A—Introduction

§83.0 Background information on the
procedures in this part.

The Energy Employees Occupational
IlIness Compensation Program Act, as
amended (““EEOICPA” or ‘“‘the Act’), 42
U.S.C. 7384-7385, provides for the pay-
ment of compensation benefits to cov-
ered employees and, where applicable,
survivors of such employees, of DOE,
its predecessor agencies and certain of
its contractors and subcontractors.
Among the types of illnesses for which
compensation may be provided are can-
cers. There are two methods set forth
in the statute for claimants to estab-
lish that a cancer incurred by a cov-
ered worker is compensable under
EEOICPA. The first is to establish that
the cancer is at least as likely as not
related to covered employment at a
DOE or Atomic Weapons Employer
(““AWE”") facility pursuant to guide-
lines issued by the Department of
Health and Human Services (‘“‘HHS”),
which are found at 42 CFR part 81. The
second method to establish that a can-
cer incurred by a covered worker is

§83.1

compensable under EEOICPA is to es-
tablish that the worker is a member of
the Special Exposure Cohort (‘‘the Co-
hort’’) and suffered a specified cancer
after beginning employment at a DOE
facility or AWE facility. In Section
3621(14) of EEOICPA (42 U.S.C. 73841(14))
Congress included certain classes of
employees in the Cohort. Section 3626
of the Act (42 U.S.C. 7384q) authorizes
the addition to the Cohort of other
classes of employees. This authority
has been delegated to the Secretary of
HHS by Executive Order 13179.

§83.1 What is the purpose of the pro-
cedures in this part?

EEOICPA authorizes the President to
add classes of employees to the Cohort,
while providing Congress with the op-
portunity to review and expedite or re-
verse these decisions. The President
delegated his authority to the Sec-
retary of HHS. This part specifies the
procedures by which HHS will deter-
mine whether to add new classes of em-
ployees from DOE and AWE facilities
to the Cohort. HHS will consider add-
ing new classes of employees in re-
sponse to petitions by, or on behalf of,
such classes of employees. The proce-
dures specify requirements for peti-
tions and for their consideration. These
requirements are intended to ensure
that petitions are submitted by author-
ized parties, are justified, and receive
uniform, fair, scientific consideration.
The procedures are also designed to
give petitioners and interested parties
opportunity for appropriate involve-
ment in the process, and to ensure that
the process is timely and consistent
with requirements specified in
EEOICPA. The procedures are not in-
tended to provide a second opportunity
to qualify a claim for compensation,
once HHS has completed the dose re-
construction and DOL has determined
that the cancer subject to the claim
was not “at least as likely as not”
caused by the estimated radiation
doses. DOL has established procedures
separate from those covered by this
part, under 20 CFR part 30, for cancer
claimants who want to contest the fac-
tual determinations or how NIOSH
conducted their dose reconstructions.
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§83.2 How will DOL use the designa-
tions established under the proce-
dures in this part?

DOL will adjudicate compensation
claims for members of classes of em-
ployees added to the Cohort according
to the same general procedures that
apply to the statutorily defined classes
of employees in the Cohort. Specifi-
cally, DOL will determine whether the
claim is for a qualified member of the
Cohort with a specified cancer, pursu-
ant to the procedures set forth in 20
CFR part 30.

Subpart B—Definitions

§83.5 Definitions of terms used in the
procedures in this part.

(a) Advisory Board on Radiation and
Worker Health (‘“‘the Board”’) is a federal
advisory committee established under
EEOICPA and appointed by the Presi-
dent to advise HHS in implementing its
responsibilities under EEOICPA.

(b) Atomic Weapons Employer (‘‘AWE’")
is a statutory term of EEOICPA which
means any entity, other than the
United States, that:

(1) Processed or produced, for use by
the United States, material that emit-
ted radiation and was used in the pro-
duction of an atomic weapon, excluding
uranium mining and milling: and,

(2) Is designated by the Secretary of
Energy as an atomic weapons employer
for purposes of EEOICPA.

(c) Computation of Time Periods: In
this Rule, all prescribed or allowed
time periods will be counted as cal-
endar days from the business day of re-
ceipt by the submitter(s), the peti-
tioner(s), NIOSH, or HHS. Receipt by
NIOSH, the submitter(s) or peti-
tioner(s) will be either the business day
of actual receipt or three (3) business
days after initial proof of mailing,
whichever time period is shorter. Busi-
ness days are defined as Monday
through Friday, 8 a.m. to 4:30 p.m. est
and “‘legal holiday’ will be used as de-
fined by the FED. R. CIV. P. 6(a).

(d) Class of employees means, for the
purposes of this part, a group of em-
ployees who work or worked at the
same DOE facility or AWE facility, and
for whom the availability of informa-
tion and recorded data on radiation ex-
posures is comparable with respect to
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the informational needs of dose recon-
structions conducted under 42 CFR
part 82.

(e) HHS is the U.S. Department of
Health and Human Services.

(f) DOE is the U.S. Department of En-
ergy, which includes predecessor agen-
cies of DOE, including the Manhattan
Engineering District.

(g) DOL is the U.S. Department of
Labor.

(h) Employee, for the purposes of
these procedures, means a person who
is or was, for the purposes of EEOICPA,
an employee of DOE, a DOE contractor
or subcontractor, or an Atomic Weap-
ons Employer.

(i) NIOSH is the National Institute
for Occupational Safety and Health,
Centers for Disease Control and Pre-
vention, U.S. Department of Health
and Human Services.

(J) OCAS is the Office of Compensa-
tion Analysis and Support, National
Institute for Occupational Safety and
Health, Centers for Disease Control and
Prevention, U.S. Department of Health
and Human Services.

(k) Petitioner means an individual or
organization that submits a petition on
behalf of a class of employees and
qualifies as a petitioner under §83.7. A
single petition shall only include up to
three petitioners.

() Radiation means ionizing radi-
ation, including alpha particles, beta
particles, gamma rays, X rays, heu-
trons, protons and other particles capa-
ble of producing ions in the body. For
the purposes of the proposed proce-
dures, radiation does not include
sources of non-ionizing radiation such
as radio-frequency radiation, micro-
waves, visible light, and infrared or ul-
traviolet light radiation.

(m) Secretary is the Secretary of
Health and Human Services.

(n) Specified cancer, as is defined in
Section 3621(17) of EEOICPA (42 U.S.C.
73841(17)) and the DOL regulation im-
plementing EEOICPA (20 CFR 30.5(dd)),
means:

(1) Leukemia (other than chronic
lymphocytic leukemia) provided that
onset of the disease was at least two
years after initial occupational expo-
sure;
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(2) Lung cancer (other than in situ
lung cancer that is discovered during
or after a post-mortem exam);

(3) Bone cancer;

(4) Renal cancers;

(5) The following diseases, provided
onset was at least 5 years after first ex-
posure:

(i) Multiple myeloma;

(if) Lymphomas (other than Hodg-
Kkin’s disease);

(iii) Primary cancer of the:

(A) Thyroid;

(B) Male or female breast;

(C) Esophagus;

(D) Stomach;

(E) Pharynx;

(F) Small intestine;

(G) Pancreas;

(H) Bile ducts;

(1) Gall bladder;

(J) salivary gland;

(K) Urinary bladder;

(L) Brain;

(M) Colon;

(N) Ovary;

(O) Liver (except if cirrhosis or hepa-
titis B is indicated).

(6) The specified diseases designated
in this section mean the physiological
condition or conditions that are recog-
nized by the National Cancer Institute
under those names or nomenclature, or
under any previously accepted or com-
monly used names or nomenclature.

(0) Survivor means a surviving
spouse, child, parent, grandchild and
grandparent of a deceased covered em-
ployee as defined in EEOICPA.

[69 FR 30780, May 28, 2004, as amended at 70
FR 75952, Dec. 22, 2005; 72 FR 37459, July, 10,
2007]

Subpart C—Procedures for Adding
Classes of Employees to the
Cohort

§83.6 Overview of the procedures in
this part.

The procedures in this part specify
who may petition to add a class of em-
ployees to the Cohort, the require-
ments for such a petition, how a peti-
tion will be selected for evaluation by
NIOSH and for the advice of the Board,
and the process NIOSH, the Board, and
the Secretary will use to consider a pe-
tition, leading to the Secretary’s final
determination to accept or deny adding

§83.8

a class to the Cohort. The rule provides
for petitions in two distinct cir-
cumstances. One circumstance is when
NIOSH has attempted to conduct a
dose reconstruction for a cancer claim-
ant, under 42 CFR part 82, and finds
that the dose reconstruction cannot be
completed, because there is insufficient
information to estimate the radiation
doses of the claimant with sufficient
accuracy. The second circumstance in-
cludes all other possibilities. For ex-
ample, a petition may be submitted
representing a class of employees
whose members have yet to file claims
under EEOICPA, or even have yet to be
diagnosed with cancer. As required by
EEOICPA (42 U.S.C. 73841(14)(c)(ii)), the
procedures in this part include formal
notice to Congress of any decision by
the Secretary to add a class to the Co-
hort, and the opportunity for Congress
to expedite or change the outcome of
the decision within 180 days.

§83.7 Who can submit a petition on be-
half of a class of employees?

A petitioner or petitioners for a peti-
tion must be one or more, up to a max-
imum of three, of the following:

(a) One or more DOE, DOE contractor
or subcontractor, or AWE employees,
who would be included in the proposed
class of employees, or their survivors;
or

(b) One or more labor organizations
representing or formerly having rep-
resented DOE, DOE contractor or sub-
contractor, or AWE employees, who
would be included in the proposed class
of employees; or

(c) One or more individuals or enti-
ties authorized in writing by one or
more DOE, DOE contractor or subcon-
tractor, or AWE employees, who would
be included in the proposed class of em-
ployees, or their survivors.

§83.8 How is a petition submitted?

The petitioner(s) must send a peti-
tion in writing to NIOSH. A petition
must provide identifying and contact
information on the petitioner(s) and in-
formation to justify the petition, as
specified under §83.9. Detailed instruc-
tions for preparing and submitting a
petition, including an optional petition
form, are available from NIOSH
through direct request (1-800-35-
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§83.9
NIOSH) or on the Internet at
www.cdc.gov/niosh/ocas.

§83.9 What information must a peti-
tion include?

(a) All petitions must provide identi-
fying and contact information on the
petitioner(s). The information required
to justify a petition differs, depending
on the basis of the petition. If the peti-
tion is by a claimant in response to a
finding by NIOSH that the dose recon-
struction for the claimant cannot be
completed, then the petition must pro-
vide only the justification specified
under paragraph (b) of this section. All
other petitions must provide only the
information specified under paragraph
(c) of this section. The informational
requirements for petitions are also
summarized in Table 1 at the end of
this section.

(b) The petition must notify NIOSH
that the claimant is petitioning on the
basis that NIOSH found, under 42 CFR
82.12, that the dose reconstruction for
the claimant could not be completed

due to insufficient records and infor-
mation.

(c) The petition must include the fol-
lowing:

(1) A proposed class definition? speci-
fying:

(i) The DOE facility or AWE facility?
at which the class worked;

(if) The location or locations at the
facility covered by the petition (e.g.,
building, technical area);

(iii) The job titles and/or job duties of
the class members;

(iv) The period of employment rel-
evant to the petition;

(v) ldentification of any exposure in-
cident that was unmonitored, unre-
corded, or inadequately monitored or
recorded, if such incident comprises
the basis of the petition; and

1HHS will determine the final class defini-
tion(s) for each petition (see §83.16).

2Depending on the factual circumstances
present, a facility that meets the definition
of an AWE facility or DOE facility covered
under EEOICPA (42 U.S.C. 73841(5) and (12))
could, among other possibilities, constitute a
single building or structure, including the
grounds upon which it is located, or a site
encompassing numerous buildings or struc-
tures, including the grounds upon which it is
located.
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(2) A description of the petitioner’s
(petitioners’) basis for believing
records and information available are
inadequate to estimate the radiation
doses incurred by members of the pro-
posed class of employees with suffi-
cient accuracy. This description must
include one of the following elements:

(i) Documentation or statements pro-
vided by affidavit indicating that radi-
ation exposures and doses to members
of the proposed class were not mon-
itored, either through personal or area
monitoring; or

(ii) Documentation or statements
provided by affidavit indicating that
radiation monitoring records for mem-
bers of the proposed class have been
lost, falsified, or destroyed; or

(iii) A report from a health physicist
or other individual with expertise in
dose reconstruction documenting the
limitations of existing DOE or AWE
records on radiation exposures at the
facility, as relevant to the petition.
This report should specify the basis for
believing these documented limitations
might prevent the completion of dose
reconstructions for members of the
class under 42 CFR part 82 and related
NIOSH technical implementation
guidelines; or

(iv) A scientific or technical report,
published or issued by a government
agency of the Executive Branch of gov-
ernment or the General Accounting Of-
fice, the Nuclear Regulatory Commis-
sion, or the Defense Nuclear Facilities
Safety Board, or published in a peer-re-
viewed journal, that identifies dosim-
etry and related information that are
unavailable (due to either a lack of
monitoring or the destruction or loss
of records) for estimating the radiation
doses of employees covered by the peti-
tion.

(3) If the petition is based on an expo-
sure incident as described under para-
graph (c)(1)(v) of this section, the peti-
tioner(s) might be required to provide
evidence that the incident occurred,
but only if NIOSH is unable to obtain
records or confirmation of the occur-
rence of such an incident from sources
independent of the petitioner(s). Such
evidence would not be required at the
time the petition is submitted and the
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petitioner(s) would be directly in-
formed of the need for this supple-
mental information. In such cases, ei-
ther of the following may qualify as
evidence:

(i) Medical evidence that one or more
members of the class may have in-
curred a high level radiation dose from
the incident, such as a depressed white
blood cell count associated with radi-
ation exposure or the application of
chelation therapy; or

(if) NIOSH will consider evidence pro-
vided by affidavit from one or more
employees who witnessed the incident.
If the petitioner cannot provide such
affidavits because such employees are
deceased, prevented by reasons of poor
health or impairment, or cannot be
identified or located, then the require-
ment for evidence provided by affidavit
can be met by providing such an affi-
davit from one or more individuals who
did not witness the incident, provided
the individual was directly informed by
one or more employees who witnessed
the incident.3

(4) The provision of any evidence
under this section or other provisions

§83.10

of this part, including one or more affi-
davits, would not, in and of itself, be
sufficient to confirm the facts pre-
sented by that evidence. NIOSH will
consider the adequacy and credibility
of any evidence provided.

(5) If, under §83.15(a), NIOSH has al-
ready issued a FEDERAL REGISTER no-
tice scheduling a Board meeting to
consider a petition concerning a class
of employees, then any petitions for
such a class of employees submitted
following this notice must, under para-
graph (c)(2) of this section, present sub-
stantially new information that has
not already been considered by NIOSH.
For this purpose, NIOSH would find
that information has been already con-
sidered by NIOSH if it were included in
the petition(s) that were already con-
sidered by NIOSH or if it were ad-
dressed either in the report(s) by
NIOSH evaluating such a petition or
petitions under §83.13(c) or in a pro-
posed decision by NIOSH responding to
such a petition or petitions under
§83.16(a).

TABLE 1 FOR §83.9: SUMMARY OF INFORMATIONAL REQUIREMENTS FOR ALL PETITIONS

[Petitioner(s) must submit identifying and contact information and either A. or B. of this table.]

A. The claimant’'s authorization of the petition,
based on NIOSH having found it could not
complete a dose reconstrucitn for the claim-
ant submitting the petition; or.

B. (1) A proposed class definition identifying:
(i) Facility, (ii) relevant locations at the facil-
ity; (iii) job ftitles/duties, (iv) period of em-
ployment, and if relevant, (v) exposure inci-
dent.

(2) The basis for infeasibility of dose recon-
struction; either: (i) lack of monitoring; or (ii)
destruction, falsification, or loss of records;
or (iii) expert report; or (iv) scientific or tech-
nical report.

§83.10 If a petition satisfies all rel-
evant requirements under §83.9,
does this mean the class will be
added to the Cohort?

Satisfying the informational require-
ments for a petition does not mean the
class will be added to the Cohort. It
means the petition will receive a full
evaluation by NIOSH, the Board, and

3An affidavit may be from a petitioner but
HHS does not require that an affidavit be
from a petitioner.

HHS, as described wunder 8§83.13
through 83.16. The role of the peti-
tioner(s) is to identify classes of em-
ployees that should be considered for
addition to the Cohort.
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§83.11 What happens to petitions that
do not satisfy all relevant require-
ments under §§ 83.7 through 83.9?

(@) NIOSH will notify the peti-
tioner(s) of any requirement that is not
met by the petition, assist the peti-
tioner(s) with guidance in developing
relevant information, and provide 30
calendar days for the petitioner(s) to
revise the petition accordingly.

(b) After 30 calendar days from the
date of notification under paragraph
(a) of this section, NIOSH will notify
any petitioner(s) whose petition re-
mains unsatisfactory of the proposed
finding of NIOSH that the petition fails
to meet the specified requirements and
the basis for this finding.

(c) A petitioner may request in writ-
ing a review of a proposed finding with-
in 30 calendar days of notification
under paragraph (b) of this section. Pe-
titioners must specify why the pro-
posed finding should be reversed, based
on the petition requirements and on
the information that the petitioners
had already submitted. The request
may not include any new information
or documentation that was not in-
cluded in the completed petition. If the
petitioner obtains new information
within this 30-day period, the peti-
tioner should provide it to NIOSH.
NIOSH will consider this new informa-
tion as a revision of the petition under
paragraph (a) of this section.

(d) Three HHS personnel, appointed
by the Director of NIOSH, who were
not involved in developing the proposed
finding will complete reviews within 30
work days of the request for such a re-
view. The Director of NIOSH will con-
sider the results of the review and then
make a final decision as to whether the
petition satisfies the requirements for
a petition.

(e) Proposed findings established by
NIOSH under paragraph (b) of this sec-
tion will become final decisions in 31
calendar days if not reviewed under
paragraph (d) of this section.

(f) Based on new information, NIOSH
may, at its discretion, reconsider a de-
cision that a petition does not satisfy
the requirements for a petition.

(9) A petitioner whose petition has
been found not to satisfy the require-
ments for a petition under either para-
graph (d) or (e) of this section may sub-
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mit to NIOSH a new petition for the
identical class of employees at any
time thereafter on the basis of new in-
formation not provided to NIOSH in
the original petition. In such a case,
the petitioner is required to fully re-
address all the requirements of §§83.7-
83.9 in the petition.

[70 FR 75952, Dec. 22, 2005, as amended at 72
FR 37459, July 10, 2007]

§83.12 How will NIOSH notify peti-
tioners, the Board, and the public
of petitions that have been selected
for evaluation?

(@) NIOSH will notify the peti-
tioner(s) in writing that it has selected
the petition for evaluation. NIOSH will
also provide the petitioner(s) with in-
formation on the steps of the evalua-
tion and other processes required pur-
suant to these procedures.

(b) NIOSH will combine separate pe-
titions and evaluate them as a single
petition if, at this or at any point in
the evaluation process under §§83.13
and 83.14, NIOSH finds such petitions
represent the same class of employees.

(c) NIOSH will present petitions se-
lected for evaluation to the Board with
plans specific to evaluating each peti-
tion. Each evaluation plan will include
the following elements:

(1) An initial proposed definition for
the class being evaluated, subject to re-
vision as warranted by the evaluation
conducted under §83.13 or §83.14; and

(2) A list of activities for evaluating
the radiation exposure potential of the
class and the adequacy of existing
records and information needed to con-
duct dose reconstructions for all class
members under 42 CFR part 82.

(d) NIOSH may initiate work to
evaluate a petition immediately, prior
to presenting the petition and evalua-
tion plan to the Board.

(e) NIOSH will publish a notice in the
FEDERAL REGISTER notifying the public
of its decision to evaluate a petition.

§83.13 How will NIOSH evaluate peti-
tions, other than petitions by claim-
ants covered under § 83.14?

(a) NIOSH will collect information on
the types and levels of radiation expo-
sures that potential members of the
class may have incurred, as specified
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under 42 CFR 83.14, from the following
potential sources, as necessary:

(1) The petition or petitions sub-
mitted on behalf of the class;

(2) DOE and AWE facility records and
information;

(3) Potential members of the class
and their survivors;

(4) Labor organizations who rep-
resent or represented employees at the
facility during the relevant period of
employment;

(5) Managers, radiation safety offi-
cials, and other witnesses present dur-
ing the relevant period of employment
at the DOE facility or AWE facility;

(6) NIOSH records from epidemiolog-
ical research on DOE populations and
records from dose reconstructions con-
ducted under 42 CFR part 82;

(7) Records from research, dose re-
constructions, medical screening pro-
grams, and other related activities con-
ducted to evaluate the health and/or
radiation exposures of DOE employees,
DOE contractor or subcontractor em-
ployees, and/or AWE employees; and

(8) Other sources.

(b) The Director of OCAS may deter-
mine that records and/or information
requested from DOE, an AWE, or an-
other source to evaluate a petition is
not, or will not be, available on a time-
ly basis. Such a determination will be
treated, for the purposes of the petition
evaluation, as equivalent to a finding
that the records and/or information re-
quested are not available.

(1) Before the Director of OCAS
makes such a determination, the
source(s) potentially in possession of
such records and/or information will be
allowed a reasonable amount of time,
as determined by the Director of OCAS,
to provide the records and/or informa-
tion.

(2) Such a determination may take
into account the types and quantity of
records and/or information requested
from the source, as well as any other
factors that might be relevant to the
judgment under paragraph (b)(1) of this
this section of the amount of time that
is reasonable to provide the records
and/or information, which would be de-
cided on a case-by-case basis by the Di-
rector of OCAS.
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(c) NIOSH will evaluate records and
information collected to make the fol-
lowing determinations:

(1) Is it feasible to estimate the level of
radiation doses of individual members of
the class with sufficient accuracy? (i) Ra-
diation doses can be estimated with
sufficient accuracy if NIOSH has estab-
lished that it has access to sufficient
information to estimate the maximum
radiation dose, for every type of cancer
for which radiation doses are recon-
structed, that could have been incurred
in plausible circumstances by any
member of the class, or if NIOSH has
established that it has access to suffi-
cient information to estimate the radi-
ation doses of members of the class
more precisely than an estimate of the
maximum radiation dose. NIOSH must
also determine that it has information
regarding monitoring, source, source
term, or process from the site where
the employees worked to serve as the
basis for a dose reconstruction. This
basis requirement does not limit
NIOSH to using only or primarily in-
formation from the site where the em-
ployee worked, but a dose reconstruc-
tion must, as a starting point, be based
on some information from the site
where the employee worked.

(if) In many circumstances, to estab-
lish a positive finding under paragraph
(c)(1)(i) of this section would require,
at a minimum, that NIOSH have access
to reliable information on the identity
or set of possible identities and max-
imum quantity of each radionuclide
(the radioactive source material) to
which members of the class were poten-
tially exposed without adequate pro-
tection. Alternatively, if members of
the class were potentially exposed
without  adequate protection to
unmonitored radiation from radiation
generating equipment (e.g., particle ac-
celerator, industrial x-ray equipment),
in many circumstances, NIOSH would
require relevant equipment design and
performance specifications or informa-
tion on maximum emissions.

(iii) In many circumstances, to estab-
lish a positive finding under paragraph
(c)(1)(i) of this section would also re-
quire information describing the proc-
ess through which the radiation expo-
sures of concern may have occurred
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and the physical environment in which
the exposures may have occurred.

(iv) In many circumstances, access to
personal dosimetry data and area mon-
itoring data is not necessary to esti-
mate the maximum radiation doses
that could have been incurred by any
member of the class, although radi-
ation doses can be estimated more pre-
cisely with such data.

(2) How should the class be defined,
consistent with the findings of the anal-
ysis discussed under paragraph (c)(1) of
this section? NIOSH will define the fol-
lowing characteristics of a class, tak-
ing into account the class definition
proposed by the petition and modified
as necessary to reflect the results of
the evaluation under paragraph (c)(1)
of this section:

(i) Any of the following employment
parameters, as necessary to identify
members included in the class: facility,
job titles, duties, and/or specific work
locations at the facility, the relevant
time period, and any additional identi-
fying characteristics of employment;
and

(ii) If applicable, the identification of
an exposure incident, when
unmonitored radiation exposure during
such an incident comprises the basis of
the petition or the class definition.

(3) Is there a reasonable likelihood that
such radiation dose may have endangered
the health of members of the class? If it is
not feasible to estimate with sufficient
accuracy radiation doses for members
of the class, as provided under para-
graph (c)(1) of this section, then NIOSH
must determine, as required by the
statute, that ‘‘there is a reasonable like-
lihood that such radiation dose may have
endangered the health of members of the
class™ (42 U.S.C. 7384q(b)(2)).

(i) For classes of employees that may
have been exposed to radiation during
discrete incidents likely to have in-
volved exceptionally high level expo-
sures, such as nuclear criticality inci-
dents or other events involving simi-
larly high levels of exposures resulting
from the failure of radiation protection
controls, NIOSH will assume for the
purposes of this section that any dura-
tion of unprotected exposure could
cause a specified cancer, and hence
may have endangered the health of
members of the class. Presence with
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potential exposure during the discrete
incident, rather than a quantified dura-
tion of potential exposure, will satisfy
the health endangerment criterion.

(if) For health endangerment not es-
tablished on the basis of a discrete in-
cident, as described under paragraph
(c)(3)(i) of this section, NIOSH will
specify a minimum duration of employ-
ment to satisfy the health
endangerment criterion as having been
employed for a number of work days
aggregating at least 250 work days
within the parameters established for
the class or in combination with work
days within the parameters established
for one or more other classes of em-
ployees in the Cohort.

(d) NIOSH will submit a report of its
evaluation findings to the Board and to
the petitioner(s). The report will in-
clude the following elements:

(1) An identification of the relevant
petitions;

(2) A proposed definition of the class
or classes of employees to which the
evaluation applies, and a summary of
the basis for this definition, including,
as necessary:

(i) Any justification that may be
needed for the inclusion of groups of
employees who were not specified in
the original petition(s);

(if) The identification of any groups
of employees who were identified in the
original petition(s) who should con-
stitute a separate class of employees;
or

(iii) The merging of multiple peti-
tions that represent a single class of
employees;

(3) The proposed class definition will
address the following employment pa-
rameters:

(i) The DOE facility or the AWE fa-
cility that employed the class;

(ii) The job titles and/or job duties
and/or work locations of class mem-
bers;

(iii) The period of employment with-
in which a class member must have
been employed at the facility under the
job titles and/or performing the job du-
ties and/or working in the locations
specified in this class definition;

(iv) If applicable, identification of an
exposure incident, when potential radi-
ation exposure during such an incident

494



Public Health Service, HHS

comprises the basis of the class defini-
tion;

(v) If necessary, any other param-
eters that serve to define the member-
ship of the class; and

(vi) For a class for which it is not
feasible to estimate radiation doses
with sufficient accuracy, a minimum
duration of employment within the pa-
rameters of the class for inclusion in
the class, as defined under paragraph
(c)(3) of this section;

(4) A summary of the findings con-
cerning the adequacy of existing
records and information for recon-
structing doses for individual members
of the class under the methods of 42
CFR part 82 specifying, for each class
defined in the report, whether NIOSH
finds that it is feasible to estimate the
radiation doses of members of the class
with sufficient accuracy, and a descrip-
tion of the evaluation methods and in-
formation upon which these findings
are based; and

(5) For a class for which it is not fea-
sible to estimate radiation doses with
sufficient accuracy, a summary of the
basis for establishing the duration of
employment requirement with respect
to health endangerment.

(e) The NIOSH report under para-
graph (d) of this section shall be com-
pleted within 180 calendar days of the
receipt of the petition by NIOSH. The
procedure for computing this time pe-
riod is specified in §83.5(c). In addition,
the computing of 180 calendar days
shall not include any days during
which the petitioner may be revising
the petition to remedy deficiencies
identified by NIOSH under §83.11(a) or
(b), nor shall it include any days during
which the petitioner may request a re-
view of a proposed finding under
§83.11(c) or during the conduct of such
a review under §83.11(d).

[69 FR 30780, May 28, 2004, as amended at 72
FR 37459, July 10, 2007]

§83.14 How will NIOSH evaluate a pe-
tition by a claimant whose dose re-
construction NIOSH could not com-
plete under 42 CFR part 82?

(a) NIOSH may establish two classes
for evaluation, to permit the timely
adjudication of the existing cancer
claim:

§83.15

(1) A class of employees defined using
the research and analyses already com-
pleted in attempting the dose recon-
struction for the employee identified in
the claimant’s petition; and

(2) A class of co-workers similar to
the class defined under paragraph (a)(1)
of this section, to be defined by NIOSH
on the basis of further research and
analyses, using the procedures under
§83.13.

(b) NIOSH will determine the health
endangerment criteria for adding the
class under paragraph (a)(1) of this sec-
tion to the Cohort, using the proce-
dures under §83.13. NIOSH will report
to the Board and to petitioner(s) the
results of this determination, together
with its finding under 42 CFR part 82
that there was insufficient information
to complete the dose reconstruction.
HHS will consider this finding under 42
CFR part 82 sufficient, without further
consideration, to determine that it is
not feasible to estimate the levels of
radiation doses of individual members
of the class with sufficient accuracy.

(c) NIOSH will evaluate the petition
as it may concern a class of co-work-
ers, as described under paragraph (a)(2)
of this section, according to the proce-
dures under §83.13.

§83.15 How will the Board consider
and advise the Secretary on a peti-
tion?

(a) NIOSH will publish a notice in the
FEDERAL REGISTER providing notice of
a Board meeting at which a petition
will be considered, and summarizing
the petition to be considered by the
Board at the meeting and the findings
of NIOSH from evaluating the petition.

(b) The Board will consider the peti-
tion and the NIOSH evaluation report
at the meeting, to which the peti-
tioner(s) will be invited to present
views and information on the petition
and the NIOSH evaluation findings. In
considering the petition, both NIOSH
and the members of the Board will take
all steps necessary to prevent the dis-
closure of information of a personal na-
ture, concerning the petitioners or oth-
ers, where disclosure would constitute
a clearly unwarranted invasion of per-
sonal privacy.
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() In considering the petition, the
Board may obtain and consider addi-
tional information not addressed in the
petition or the initial NIOSH evalua-
tion report.

(d) NIOSH may decide to further
evaluate a petition, upon the request of
the Board. If NIOSH conducts further
evaluation, it will report new findings
to the Board and the petitioner(s).

(e) Upon the completion of NIOSH
evaluations and deliberations of the
Board concerning a petition, the Board
will develop and transmit to the Sec-
retary a report containing its rec-
ommendations. The Board’s report will
include the following:

(1) The identification and inclusion
of the relevant petition(s);

(2) The definition of the class of em-
ployees covered by the recommenda-
tion;

(3) A recommendation as to whether
or not the Secretary should designate
the class as an addition to the Cohort;

(4) The relevant criteria under
§83.13(c) and findings and information
upon which the recommendation is
based, including NIOSH evaluation re-
ports, information provided by the pe-
titioners, any other information con-
sidered by the Board, and the delibera-
tions of the Board.

§83.16 How will the Secretary decide
the outcome(s) of a petition?

(a) The Director of NIOSH will pro-
pose a decision to add or deny adding
any class or classes of employees to the
Cohort, including an iteration of the
relevant criteria, as specified under
§83.13(c), and a summary of the infor-
mation and findings on which the pro-
posed decision is based. This proposed
decision will take into consideration
the evaluations of NIOSH and the re-
port and recommendations of the
Board, and may also take into consid-
eration information presented or sub-
mitted to the Board and the delibera-
tions of the Board. In the case of a pe-
tition that NIOSH has determined en-
compasses more than one class of em-
ployees, the Director of NIOSH will
issue a separate proposed decision for
each separate class of employees.

(b) The Secretary will make the final
decision to add or deny adding a class
to the Cohort, including the definition
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of the class, after considering informa-
tion and recommendations provided to
the Secretary by the Director of
NIOSH and the Board. HHS will trans-
mit a report of the decision to the peti-
tioner(s), including an iteration of the
relevant criteria, as specified under
§83.13(c), and a summary of the infor-
mation and findings on which the deci-
sion is based. HHS will also publish a
notice summarizing the decision in the
FEDERAL REGISTER.

(c) If, under §83.15(e), the Board rec-
ommends that the Secretary designate
a class covered by the petition as an
addition to the Cohort, and if, under
paragraph (b) of §83.16, the Secretary
decides to deny adding the class, as de-
fined by the Board, to the Cohort, then
the Secretary will submit to Congress
a determination that the statutory cri-
teria specified under 42 U.S.C.
7384q(b)(1) and (2) have not been met
for adding the class to the Cohort. The
Secretary will submit this determina-
tion to Congress within 30 calendar
days following receipt by the Secretary
of the recommendation of the Board.

[70 FR 75953, Dec. 22, 2005]

§83.17 How will the Secretary report a
final decision to add a class of em-
ployees to the Cohort and any ac-
tion of Congress concerning the ef-
fect of the final decision?

(a) If the Secretary designates a class
of employees to be added to the Cohort,
the Secretary will transmit to Con-
gress a report providing the designa-
tion, the definition of the class of em-
ployees covered by the designation, and
the criteria and findings upon which
the designation was based.4

(b) If, under §83.15(e), the Board rec-
ommends that the Secretary designate
a class covered by the petition as an
addition to the Cohort, and if, under
paragraph (b) of §83.16, the Secretary
decides to add a class to the Cohort
that is inclusive of the class as defined
by the Board, then the Secretary will
transmit to Congress the report speci-
fied in paragraph (a) of this section
within 30 calendar days following re-
ceipt by the Secretary of the rec-
ommendation of the Board.

4See 42 U.S.C. 73841(14)(C)(ii).
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(c) A designation of the Secretary
will take effect 30 calendar days after
the date on which the report of the
Secretary under paragraph (a) of this
section is submitted to Congress, or is
deemed to have been submitted to Con-
gress,5 unless Congress takes an action
that reverses or expedites the designa-
tion.

(d) After either the expiration of the
congressional review period or notifica-
tion of final congressional action,
whichever comes first, the Secretary
will transmit to DOL and to the peti-
tioner(s) a report providing the defini-
tion of the class and one of the fol-
lowing outcomes:

(1) The addition of the class to the
Cohort; or

(2) The result of any action by Con-
gress to reverse or expedite the deci-
sion of the Secretary to add the class
to the Cohort.

(e) The report specified under para-
graph (d) of this section will be pub-
lished on the Internet at http://
www.cdc.gov/niosh/ocas and in the FED-
ERAL REGISTER.

[69 FR 30780, May 28, 2004, as amended at 70
FR 75953, Dec. 22, 2005]

§83.18 How can petitioners obtain an
administrative review of a final de-
cision by the Secretary?

(a) HHS will allow petitioners to con-
test only a final decision to deny add-
ing a class to the Cohort or a health
endangerment determination under
§83.13(c)(3)(ii). Such challenges must be
submitted in writing within 30 calendar
days and must include evidence that
the final decision relies on a record of
either substantial factual errors or
substantial errors in the implementa-
tion of the procedures of this part.
Challenges may not introduce new in-
formation or documentation con-
cerning the petition or the NIOSH or
Board evaluation(s) that was not sub-
mitted or presented by the peti-
tioner(s) or others to NIOSH or to the

sUnder 42 U.S.C. 7384q(c)(2)(C), if the Sec-
retary does not submit within 30 days the de-
termination required under paragraph (a) of
§83.17 of this part, then on the following day,
“it shall be deemed’ that the Secretary sub-
mitted the report specified under paragraph
(b) of §83.17 of this part.
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Board prior to the Board’s issuing its
recommendations under §83.15.

(b) A panel of three HHS personnel,
independent of NIOSH and appointed
by the Secretary, will conduct an ad-
ministrative review based on a chal-
lenge submitted under paragraph (a) of
this section and provide recommenda-
tions of the panel to the Secretary con-
cerning the merits of the challenge and
the resolution of issues contested by
the challenge. Reviews by the panel
will consider, in addition to the views
and information submitted by the peti-
tioner(s) in the challenge, the NIOSH
evaluation report(s), the report con-
taining the recommendations of the
Board issued under §83.15, and rec-
ommendations of the Director of
NIOSH to the Secretary. The reviews
may also consider information pre-
sented or submitted to the Board and
the deliberations of the Board prior to
the issuance of the recommendations of
the Board under §83.15. The panel shall
consider whether HHS substantially
complied with the procedures of this
part, the factual accuracy of the infor-
mation supporting the final decision,
and the principal findings and rec-
ommendations of NIOSH and those of
the Board issued under §83.15.

(c) The Secretary will decide whether
or not to revise a final decision con-
tested by the petitioner(s) under this
section after considering information
and recommendations provided to the
Secretary by the Director of NIOSH,
the Board, and from the HHS adminis-
trative review conducted under para-
graph (b) of this section. HHS will
transmit a report of the decision to the
petitioner(s).

(d) If the Secretary decides under
paragraph (c) of this section to change
a designation under §83.17(a) of this
part or a determination under §83.16(c)
of this part, the Secretary will trans-
mit to Congress a report providing
such change to the designation or de-
termination, including an iteration of
the relevant criteria, as specified under
§83.13(c), and a summary of the infor-
mation and findings on which the deci-
sion is based. HHS will also publish a
notice summarizing the decision in the
FEDERAL REGISTER.
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(e) A new designation of the Sec-
retary under this section will take ef-
fect 30 calendar days after the date on
which the report of the Secretary
under paragraph (d) of this section is
submitted to Congress, unless Congress
takes an action that reverses or expe-
dites the designation. Such new des-
ignations and related congressional ac-
tions will be further reported by the
Secretary pursuant to paragraphs (d)
and (e) of §83.17.

[70 FR 75953, Dec. 22, 2005]

§83.19 How can the Secretary cancel
or modify a final decision to add a
class of employees to the Cohort?

(a) The Secretary can cancel a final
decision to add a class to the Cohort,
or can modify a final decision to reduce
the scope of a class added by the Sec-
retary, if HHS obtains records relevant
to radiation exposures of members of
the class that enable NIOSH to esti-
mate the radiation doses incurred by
individual members of the class
through dose reconstructions con-
ducted under the requirements of 42
CFR part 82.

(b) Before canceling a final decision
to add a class or modifying a final deci-
sion to reduce the scope of a class, the
Secretary intends to follow evaluation
procedures that are substantially simi-
lar to those described in this part for
adding a class of employees to the Co-
hort. The procedures will include the
following:

(1) Publication of a notice in the FED-
ERAL REGISTER informing the public of
the intent of the Secretary to review
the final decision on the basis of new
information and describing procedures
for this review;

(2) An analysis by NIOSH of the util-
ity of the new information for con-
ducting dose reconstructions under 42
CFR part 82; the analysis will be per-
formed consistently with the require-
ments for analysis of a petition by
NIOSH under §§83.13(c)(1) and (2), and
83.13(c)(2) and (3);

(3) A recommendation by the Board
to the Secretary as to whether or not
the Secretary should cancel or modify
his final decision that added the class
to the Cohort, based upon a review by
the Board of the NIOSH analysis under
paragraph (b)(2) of this section and any
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other relevant information considered
by the Board;

(4) An opportunity for members of
the class to contest a proposed decision
to cancel or modify the prior final deci-
sion that added the class to the Cohort,
including a reasonable and timely ef-
fort by the Secretary to notify mem-
bers of the class of this opportunity;
and

(5) Publication in the FEDERAL REG-
ISTER of a final decision to cancel or
modify the prior final decision that
added the class to the Cohort.

[69 FR 30780, May 28, 2004. Redesignated at 70
FR 75953, Dec. 22, 2005]
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