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Revised Medical Criteria for Evaluating Hematological Disorders

AGENCY: Social Security Administration.

ACTION: Notice of proposed rulemaking.

SUMMARY: We propose to revise the criteria in the Listing of Impairments (listings)
that we use to evaluate cases involving hematological disorders in adults and children

under titles IT and XVI of the Social Security Act (Act). The proposed revisions reflect
advances in medical knowledge, our adjudicative experience, and information we

received from medical experts and the public.

DATES: To ensure that your comments are considered, we must receive them no later

than [insert date 60 days after date of publication in the FEDERAL REGISTER].

ADDRESSES: You may submit comments by one of three methods—Internet, fax, or
mail. Do not submit the same comments multiple times or by more than one method.
Regardless of which method you choose, please state that your comments refer to Docket

No. SSA-2010-0055 so that we may associate your comments with the correct regulation.


http://federalregister.gov/a/2013-27514
http://federalregister.gov/a/2013-27514.pdf

CAUTION: You should be careful to include in your comments only information
that you wish to make publicly available. We strongly urge you not to include in your
comments any personal information, such as your Social Security number or medical

information.

1. Internet: We strongly recommend that you submit your comments via the

Internet. Please visit the Federal eRulemaking portal at http://www.regulations.gov. Use

the Search function to find docket number SSA-2010-0055. The system will issue a
tracking number to confirm your submission. You will not be able to view your comment
immediately because we must post each comment manually. It may take up to a week for

your comment to be viewable.

2. Fax: Fax comments to (410) 966-2830.

3. Mail: Address your comments to the Office of Regulations, Social Security
Administration, 107 Altmeyer Building, 6401 Security Boulevard, Baltimore, Maryland

21235-6401.

Comments are available for public viewing on the Federal eRulemaking portal at

http://www.regulations.gov, or in person, during regular business hours, by arranging

with the contact person identified below.

FOR FURTHER INFORMATION CONTACT: Cheryl A. Williams, Office of Medical



Listings Improvement, Social Security Administration, 6401 Security Boulevard,
Baltimore, Maryland 21235-6401, (410) 965-1020. For information on eligibility or filing
for benefits, call our national toll-free number, 1-800-772-1213 or TTY 1-800-325-0778,

or visit our Internet site, Social Security Online, at http://www.socialsecurity.gov.

SUPPLEMENTARY INFORMATION:

What revisions are we proposing?

We propose to:

e Revise and expand the introductory text to the hematological disorders body

system for both adults (section 7.00) and children (section 107.00);

e Revise and reorganize the listings in this body system to update them and to

make the adult and childhood rules more consistent; and

e Add criteria to the adult rules for establishing disability under the listings

based on functional limitations associated with hematological disorders.

Why are we proposing to make these changes?

We last issued final rules making comprehensive revisions to the hematological



disorders listings on December 6, 1985.' Since then, we have generally only extended the
effective date of the rules.” In the preamble to the 1985 rules, we stated that we would
carefully monitor these listings to ensure that they continue to meet program purposes,
and that we would revise them if warranted. We are now proposing to update the medical
criteria in the current listings and provide more information about how we evaluate

hematological disorders. For example:

e We propose to update current listing 7.08, which provides transfusion criteria
for spontaneous hemorrhage (bleeding) in hemophilia. It does not reflect the current

standard of care, because physicians now use other treatments for this type of bleeding.

e We propose to update current listing 7.17, which addresses bone marrow and
stem cell transplantation only for aplastic anemias. Other hematological disorders, such

as sickle cell disease, may now be treated with bone marrow or stem cell transplantation.

We are also proposing changes to the current listings to reflect the considerable
adjudicative experience we have gained since we issued the 1985 rules. Some of these
proposals also reflect information we received at outreach conferences from people who
have hematological disorders, their family members, physicians who treat hematological
disorders, and advocates who represent people who have these disorders. These proposals

also take into consideration recommendations we received in public comments in

' (50 FR 50068)

2 We published some revisions to the hematological body system on April 24, 2002, and November 15,
2004. See 67 FR 20018 and 69 FR 67017 (corrected at 70 FR 15227). These revisions were not
comprehensive; they addressed only specific listings. The current listings will no longer be effective as of
July 2, 2012, unless we extend them or revise and issue them again. See 75 FR 33166.



response to a previous notice of proposed rulemaking (NPRM), which we explain in

more detail below.

How did we develop these proposed rules?

On November 27, 2001, we published an NPRM proposing revisions to both the
listings for hematological disorders and the listings for malignant neoplastic diseases.’
We received public comments raising significant issues about the proposed listings for
some of the hematological disorders. To obtain more information, on April 18, 2002, we
published a notice providing an additional public comment period.* We also held
meetings on April 8, 2002, April 24, 2002, and August 26, 2002, with medical
professionals and representatives of advocacy and legal-services groups. During these

meetings, we asked the participants for information about the issues.’

Based on the information we received from these activities, we published a notice
on November 15, 2004, withdrawing the 2001 proposed rules for hematological
disorders.® We later hosted a policy conference on sickle cell disease and hemophilia in
Boston, MA, on November 18, 2004.7 At this conference, we heard comments and

suggestions for updating and revising the current rules for sickle cell disease and

%66 FR 59306.
467 FR 19138.

> You can read the notes from these meetings at
http://www.regulations.gov/#!docketDetail;:dct=FR%252BPR%252BN%252B0%252BSR:rpp=10;po=0:D
=SSA-2006-0113.

%69 FR 67039.

7 You can read the transcript of the November 18, 2004, policy conference at
http://www.regulations.gov/#!docketDetail;dct=FR%252BPR%252BN%252B0%252BSR:rpp=10:po=0:D
=SSA-2006-0113.




hemophilia from people who have these disorders, their family members, and physicians,
advocates, and other professionals. In developing this NPRM, we considered the
information we obtained at this conference, our earlier meetings, and the comments we

received on the 2001 NPRM.®

What general changes are we proposing?

We propose to use only broad categories of hematological disorders in the listings
instead of the mixture of specific hematological disorders and broad categories of
hematological disorders that are in the current listings. We believe that it would be better
to use only broad categories throughout this body system so that we can include more
types of hematological disorders. We also propose to remove some of the current listings

and revise the criteria of others.

The following chart shows the headings of the current listings for evaluating
hematological disorders in adults and the name of the proposed listing, or the proposed

listing under which we would evaluate the disorder that is currently listed:

Current Listings™® Proposed Listings

7.02 Chronic anemia (hematocrit persisting | Evaluate under the appropriate listing for

at 30 percent or less due to any cause) the underlying hematological disorder or

¥ You can view the comments we received on the 2001 NPRM by going to .
http://www.regulations.gov/#!docketDetail;:dct=FR%252BPR%252BN%252B0%252BSR:rpp=10;po=0:D
=SSA-2006-0113.




under 7.18

7.05 Sickle cell disease, or one of its

variants

7.05 Hemolytic anemias

7.06 Chronic thrombocytopenia (due to any

cause)

Evaluate under 7.08

7.07 Hereditary telangiectasia

Evaluate under the body system where the

bleeding occurs

7.08 Coagulation defects (hemophilia or a

similar disorder)

7.08 Disorders of hemostasis

7.09 Polycythemia vera (with

erythrocytosis, splenomegaly, and

leukocytosis or thrombocytosis)

Removed

7.10 Myelofibrosis (myeloproliferative

syndrome)

7.10 Disorders of bone marrow failure

7.15 Chronic granulocytopenia (due to any

cause)

Evaluate under 7.10

7.17 Aplastic anemias with bone marrow or

stem cell transplantation

7.17 Hematological disorders treated by

bone marrow or stem cell transplantation

7.18 Repeated complications of

hematological disorders

*The listings in this body system are not numbered consecutively. This chart contains the

only listings in this body system.




We also propose to replace the current introductory text with updated and

expanded guidance that reflects the proposed listings. The following chart shows the

headings of the current and proposed sections of the introductory text:

Current Introductory Text

Proposed Introductory Text

7.00A Impairment caused by anemia

7.00A What hematological disorders do we

evaluate under these listings?

7.00B Chronicity is indicated by

7.00B What evidence do we need to

document that yvou have a hematological

disorder?

7.00C Sickle cell disease

7.00C What are hemolytic anemias, and

how do we evaluate them under 7.05?

7.00D Coagulation defects

7.00D What are disorders of hemostasis,

and how do we evaluate them under 7.08?

7.00E What are disorders of bone marrow

failure, and how do we evaluate them under

7.10?7

7.00F How do we evaluate bone marrow or

stem cell transplantation under 7.17?

7.00G How do we use the functional

criteria in 7.18?

7.00H How do we consider your

symptoms, including your pain, severe




fatigue, and malaise?

7.00I How do we evaluate episodic events

in hematological disorders?

7.00J. How do we evaluate hematological

disorders that do not meet one of these

listings?

What specific changes are we proposing to make in the introductory text to the listings

for evaluating hematological disorders in adults?

The following is a detailed explanation of the proposed changes to the

introductory text:

Proposed section 7.00A—What hematological disorders do we evaluate under

these listings?

In this new section, we explain which hematological disorders we evaluate under

these listings and which we evaluate under the listings in other body systems.

Proposed section 7.00B—What evidence do we need to document that you have a

hematological disorder?

In this new section, we explain the evidence we need to establish the existence of
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a hematological disorder. In proposed sections 7.00B1 and B2, we provide two methods
for establishing the existence of the disorder when we have a copy of definitive
laboratory test results. In proposed section 7.00B3, we provide an additional method for
establishing the existence of the disorder when we do not have a copy of definitive

laboratory test results.

In proposed section 7.00B1, we explain that a laboratory report of a definitive test
that establishes a hematological disorder, signed by a physician, is sufficient to document
that you have a hematological disorder. As an alternative, we also explain in proposed
section 7.00B2 that, if we have a copy of the laboratory report of a definitive test that
establishes a hematological disorder, but a physician has not signed it, we also require a
report from a physician confirming that the person has the hematological disorder. We
need this statement because our rules require evidence from an “acceptable medical
source” to establish the existence of a medically determinable impairment, and a
physician is the only such source we can accept for hematological disorders.” We are
proposing these changes only to clarify our current rules and are not proposing that the
physician needs to provide any more information to establish the existence of the disorder

than we require under our current rules.

In proposed section 7.00B3, we explain how we can establish the existence of a
hematological disorder when we do not have a copy of the laboratory report of a

definitive test. Under section 7.00B3, we need a persuasive report from a physician that a

? We define the terms “medically determinable impairment” and “acceptable medical source” in
§§404.1508, 404.1513,416.908, and 416.913 of our regulations.
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positive diagnosis of the person’s hematological disorder was confirmed by appropriate
laboratory analysis or other diagnostic method(s). We also explain that to be persuasive,
the report must state that the person has had the appropriate definitive laboratory test or
tests for diagnosing the disorder and provide the results, or explain how the diagnosis was
established by other diagnostic techniques consistent with the prevailing state of medical

knowledge and clinical practice.

We propose to remove the information in current section 7.00B because it
primarily discusses medically acceptable imaging techniques. These techniques would
apply to the proposed listings primarily to establish the presence of certain complications
of hematological disorders, such as blood clots. There are many other types of laboratory
tests and clinical findings we may need to establish a hematological disorder and the
nature of any complications. We do not believe it would be practical or necessary to
include them all in the introductory text of the proposed listings. We propose to remove,

rather than expand, the limited guidance in current section 7.00B.

Current section 7.00B also includes two sentences that explain how we establish
“chronicity.” We would no longer need this rule because we do not use the term
“chronicity” in any of the proposed listings. Instead, we provide specific criteria in each
proposed listing for which we need evidence of chronicity. For example, in some of the
proposed listings we require a certain number of events (such as hospitalizations) directly
associated with the person’s hematological disorder occurring at least 30 days apart and

within a 12-month period.
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In proposed section 7.00B4, we explain that we will make every reasonable effort
to obtain the results of appropriate laboratory testing. We also explain that we will not
purchase tests of clotting factors, bone marrow aspirations, or bone marrow biopsies. We
will not purchase these tests because obtaining, handling, or evaluating the blood or

tissue samples may be too complex, invasive, or costly.

Proposed section 7.00C—What are hemolytic anemias, and how do we evaluate them

under 7.05?

In this new section, we describe hemolytic anemias and provide examples of these
disorders. We propose to evaluate all hemolytic anemias under listing 7.05 instead of

listing only sickle cell disease or its variants.

In proposed section 7.00C2, we address a concern raised at our meetings on sickle
cell disease: that some hospitalizations are for complications of sickle cell disease, and
that our adjudicators should recognize and consider such hospitalizations when
determining whether a person’s impairment meets current listing 7.05B. Since we also
have requirements for hospitalizations in the proposed listings, we propose to address this
concern by providing examples of common complications of hemolytic anemias
(including sickle cell disease) that could result in hospitalization. These examples include
some of the complications that we term “major visceral episodes” in current section

7.00C. We also specify that the hospitalizations do not all have to be for the same
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complication, such as a painful (vaso-occlusive) crisis. The three hospitalizations we
require in proposed listing 7.05B may be for three different complications of a hemolytic

anemia.

In proposed section 7.00C3, we explain that the hemoglobin measurements
required in proposed listing 7.05C do not have to occur when the person is free of
complications of his or her hemolytic anemia. The frequency of very low hemoglobin
measurements required in the proposed listing provides a way for finding disability
without considering the person’s complications because it would establish a hemoglobin

level associated with serious chronic anemia.

We propose a new listing 7.05D for transfusion-dependent beta thalassemia
major. In proposed section 7.00C4, we define the term “transfusion-dependent” as it is
widely used in the medical community to emphasize that transfusion dependency is
necessary to sustain life. We exclude prophylactic red blood cell (RBC) transfusion for
sickle cell disease because we do not consider this therapy to be of equal medical

significance to transfusion-dependent thalassemia.

Proposed section 7.00D—What are disorders of hemostasis, and how do we evaluate

them under 7.08?

In this new section, we propose to use a more inclusive term, “disorders of

hemostasis,” to reflect the criteria in proposed listing 7.08. We provide examples of these
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disorders, which include coagulation defects.

We propose to remove the guidance in current section 7.00D about prophylactic
therapy because this guidance would no longer be applicable in light of proposed listing
7.08. Prophylactic therapy for coagulation defects is usually self-administered and does
not reflect the requirement in proposed listing 7.08 that the disorder result in

hospitalization.

In proposed section 7.00D2, we provide examples of common complications of
disorders of hemostasis that may result in hospitalization or contribute to functional
limitations. We explain that surgery is a complication in disorders of hemostasis if it
requires treatment with factor infusions or anticoagulant medication to control bleeding

or coagulation in connection with the surgery.

Proposed section 7.00E—What are disorders of bone marrow failure, and how do we

evaluate them under 7.10?

Proposed listing 7.10, Disorders of bone marrow failure, includes several
hematological conditions that we now list separately: myelofibrosis (current listing 7.10),
granulocytopenia (current listing 7.15), and aplastic anemia (current listing 7.17). We
name these conditions as examples of disorders of bone marrow failure to emphasize that
we still include them in the proposed hematological disorders listings. In proposed

section 7.00E2, we provide examples of common complications of disorders of bone
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marrow failure that may result in hospitalization or contribute to functional limitations.
As we do for other hematological disorders that require hospitalizations, we specify in
7.00E2 that the hospitalizations in proposed listing 7.10A do not all have to be for the
same complication. We also provide that we will consider other types of systemic
infections that may result in hospitalizations. As we explain below in our summary of
proposed listing 7.10A, we would include viral and fungal infections because they can

have the same impact as bacterial infections required in current listing 7.10B.

Proposed section 7.00F—How do we evaluate stem cell or bone marrow transplantation

under 7.177?

In this section, we explain that under proposed listing 7.17, we will consider a
person to be disabled for 12 months from the date of bone marrow or stem cell
transplantation, or we may consider a person to be disabled for a longer period if he or
she has any serious post-transplantation complications, such as graft-versus-host (GVH)
disease. The proposed rule is consistent with how we evaluate bone marrow and stem cell

transplantation in other body systems."

Proposed section 7.00G—How do we use the functional criteria in 7.18?

We are proposing new listing 7.18 to evaluate repeated complications of
hematological disorders, including those complications listed in 7.05, 7.08, and 7.10 that

do not have the requisite findings for those listings, or other complications. Under listing

1 See, for example, section 13.00L4 in the malignant neoplastic diseases body system.
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7.18, the complications listed in 7.05, 7.08, and 7.10 that do not have the requisite
findings for those listings, or the other complications the person has that are not
contained in those specific listings, must result in “significant, documented symptoms or
signs.” The person must also have a marked limitation in at least one of three broad areas
of functioning. We explain each part of this listing in detail in proposed section 7.00G.
We modeled listing 7.18 after a number of listings in the immune disorders body system
(14.00), and we based the rules in proposed section 7.00G on the rules in section 14.00I

of the introductory text of the immune disorders body system.

Proposed listing 7.18 requires a marked limitation of activities of daily living; a
marked limitation in maintaining social functioning; or a marked limitation in completing
tasks in a timely manner due to deficiencies in concentration, persistence, or pace. In
proposed section 7.00G4, we use essentially the same definition of “marked” as we use in
section 14.00I5, but we are not including the description of “marked” as “more than
moderate but less than extreme.” Instead, we would use an explanation based on the
language describing the rating scale for mental disorders in current §§404.1520a(c)(4)
and 416.920a(c)(4). This rating scale describes “marked” as the fourth point on a five-
point rating scale. We explain that we would not require our adjudicators to use such a
scale, but that “marked” would be the fourth point on a scale of “no limitation, mild
limitation, moderate limitation, marked limitation, and extreme limitation.” With this
guideline, it would be unnecessary to state that “marked” falls between “moderate” and
“extreme.” In proposed sections 7.00GS5, 7.00G6, and 7.00G7, we explain what we mean

29 ¢

by “activities of daily living,” “social functioning,” and “completing tasks in a timely
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manner.” We based these proposed sections on current sections 14.0016, 14.0017, and

14.0018 in our immune system listings.

Proposed section 7.00H—How do we consider your symptoms, including your pain

severe fatigue, and malaise?

In this section, we explain how we consider the effects of the symptoms of
hematological disorders on a person’s ability to function. Except for a reference to
section 7.00 instead of section 14.00, this paragraph would be identical to section 14.00H

in our immune system disorders body system.

Proposed section 7.00I—How do we evaluate episodic events in hematological

disorders?

Several of our current hematological listings include a requirement for events
(pain crises, transfusions, or infections) within the 5 months or 12 months before we
adjudicate a claim. We propose similar requirements in several of the proposed
hematological listings, but also propose several changes. In proposed section 7.001, we
would explain that under listings 7.05, 7.08, and 7.10A, we require a specific number of
events within a consecutive 12-month period and that when we use such criteria, the 12-
month period must occur within the period we are considering in connection with your
application or continuing disability review. Our current rules require that the events must

take place in a period immediately before we adjudicate a case. This proposed change
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would be consistent with how we evaluate episodic events in other body systems.'' We
believe this change also is both more logical and fair, and that it would address many
adjudicator questions we have received over the years. In some cases, for example, we
must determine whether a person was disabled in a period that ended before we

adjudicated the claim.

How are we proposing to revise the criteria in the listings for evaluating hematological

disorders in adults?

We propose to remove several current hematological listings:

e Current listing 7.02, for chronic anemia. We would evaluate anemia that
results from an underlying hematological disorder under the appropriate proposed listing
for the disorder or under the functional criteria in proposed listing 7.18. We would also
remove the guidance in current section 7.00A for evaluating impairments caused by
anemia “according to the ability of the person to adjust to the reduced oxygen|[-]carrying
capacity of the blood.” This guidance does not consider that a person who can adjust to
his or her anemia may have other serious complications that could be disabling. We
provide examples of these other complications in proposed sections 7.00C, 7.00D, and
7.00E, the sections of the proposed introductory text that describe the major categories of
hematological disorders in the proposed listings. As we have already mentioned, some
proposed listings establish the presence of chronic anemia that meets the requirement of

three hospitalizations within 12 months spaced 30 days apart, essentially replacing the

' See, for example, section 4.00A3e in the cardiovascular system.
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“chronicity” requirement in current section 7.00B.

e Current listings 7.05D for sickle cell disease, 7.09 for polycythemia vera, and
7.10A for myelofibrosis with chronic anemia. These listings are reference listings.
Reference listings are redundant because they are met by satisfying the criteria of other

listings, and we are removing them from our listings as we update the body systems.'?

e Current listing 7.06, for chronic thrombocytopenia. We would include

thrombocytopenia under proposed new listing 7.08, “Disorders of hemostasis.”

e Current listing 7.07 for hereditary telangiectasia. Hereditary telangiectasia is a
disorder that may result in bleeding from defects in the blood vessels in various organs.
We believe it is more appropriate to evaluate hereditary telangiectasia under the body
system where this bleeding occurs, such as the digestive body system (for example,

listing 5.02) or the neurological body system (for example, listing 11.04).

e Current listing 7.10C for myelofibrosis with intractable bone pain. We believe
it is more appropriate to evaluate this impairment under the criteria for the affected body

system.

e Current listing 7.15, for chronic granulocytopenia. We would include

granulocytopenia under proposed new listing 7.10, “Disorders of bone marrow failure.”

12 Current listing 7.10A also cross-refers to current listing 7.02, which we are proposing to remove.
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While incorporating the disorders from several of the foregoing listings into other
proposed listings, we also propose either to revise the criteria in the current listing or
replace it with new criteria. Two changes would be common to several listings that
include criteria for episodic events (for example, painful crises or hospitalizations): We
would require at least 30 days between these events to ensure that we are evaluating
separate events, and we would require that these events occur within a relevant 12-month

period, consistent with our rules in other body systems.

The following is a detailed explanation of the changes we are proposing to the

hematological disorder listings for evaluating hematological disorders in adults that need

further explanation.

Proposed listing 7.05—Hemolytic anemias

In addition to expanding the scope of current listing 7.05A, we propose to make

the following changes:

We would add a requirement for the treatment of documented painful crises with
parenteral (intravenous or intramuscular) narcotic medication. Physicians usually provide
this treatment (in outpatient or inpatient settings) only for crises they cannot alleviate
with initial treatment, such as oral narcotics or non-narcotic medications. We believe that

the proposed requirement for parenteral narcotic medication will confirm the severity of
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the crisis and provide a more objective measure than the requirement in the current

listing.

We would also require at least 6 painful crises treated with parenteral narcotic
medication in a 12-month period, instead of the three in the 5-month period prior to
adjudication in the current listing. We believe the need for parenteral narcotic medication
on such a frequent basis is indicative of recurring severe pain that prevents a person from
working for the required 12-month duration. We based the change in frequency of painful
crises on our adjudicative experience and the prevailing state of medical knowledge and
clinical practice. Although people who have painful crises less frequently than 6 times in
a 12-month period may be limited in functioning, we believe they are not precluded from

engaging in any gainful activity.

We would consider a person with hemolytic anemia who has less severe painful
episodes or other complications that result in functional limitations under proposed listing

7.18, which we describe in detail below.

In addition, people who have severe painful episodes may have impairments that
meet proposed listing 7.05B. Proposed listing 7.05B corresponds to current listing 7.05B
in that it would include people who have three hospitalizations in a 12-month period

because of their hemolytic anemia. We would revise the current listing as follows:
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We explain that the hospitalization can be for any complication of hemolytic
anemia, which, as we explain in proposed section 7.00C2, would include painful crises.
We believe that three hospitalizations in a 12-month period establish hemolytic anemia of
listing-level severity because complications of hemolytic anemia that require
hospitalization are generally more serious and involve longer recovery periods than those
treated solely in outpatient settings. We also specify in the introductory text that the three

hospitalizations do not have to be for the same complication.

We would include criteria for hospitalizations similar to current listing 7.05B but
specify that each hospitalization must last at least 48 hours. We believe a hospitalization
period of at least 48 hours is indicative of a severe complication of hemolytic anemia, and
would more clearly define our intent in the current rule for an “extended hospitalization.”
We would include the hours the person spends in the emergency department immediately
before hospital admission as part of his or her hospitalization. We would include these
hours in the emergency department because the person is likely to be receiving the same

intensity of care as he or she will receive in the hospital.

In proposed listing 7.05C, we would require hemoglobin measurements instead of
the current requirement for hematocrit values. Hemoglobin is measured directly.
Hematocrit values are calculated, and therefore they are less precise. We would accept
the hemoglobin measurements required in proposed listing 7.05C regardless of whether
the person was experiencing complications of his or her hemolytic anemia at the time of

the measurements.
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Current listing 7.05C requires a persistence of a hematocrit of 26 percent or less,
which is comparable to a hemoglobin measurement of approximately 8.5 grams per
deciliter (g/dL) or less. We believe that hematocrit or hemoglobin at these levels does not
necessarily correlate with an inability to do any gainful activity. Instead, the proposed
listing would require a hemoglobin measurement of 7.0 g/dL or less. We believe a
hemoglobin measurement at this level provides a better description of a listing-level
impairment because many people who have this finding will have related problems, such
as an abnormal heartbeat, shortness of breath with mild exertion, and significant fatigue.
We also believe that the frequency of the hemoglobin measurements in the proposed
listing provides a way for finding a person to be disabled without having to consider the
person’s specific complications since it establishes a hemoglobin level associated with

serious chronic anemia.

Even though we are proposing a specific laboratory finding for evaluating anemia
in proposed listing 7.05C, we would also consider anemia under proposed new listing
7.18. Proposed listing 7.18 will allow us to make an individualized determination about

disability for people whose impairments do not meet proposed listing 7.05.

Proposed listing 7.08—Disorders of hemostasis

This proposed listing corresponds to current listing 7.06, “Chronic

thrombocytopenia (due to any cause),” and current listing 7.08, “Coagulation defects
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(hemophilia or similar disorder).” We would evaluate thrombocytopenia and coagulation
defects under this proposed listing because they are both disorders of hemostasis. The

proposed listing would also cover any other hypo- or hypercoagulation disorder.

We believe that the criterion in proposed 7.08 for complications requiring at least
three hospitalizations within a 12-month period and occurring at least 30 days apart is a
more accurate medical description of listing-level thrombocytopenia than the current
requirements for platelet counts and spontaneous bleeding. Some people who have
thrombocytopenia that satisfies the criteria in the current listing for platelet counts
repeatedly below 40,000/mm’ and one episode of spontaneous bleeding (current listing
7.06A) will have serious limitations in their functioning. Others, however, will not have
limitations that prevent them from doing any gainful activity for at least 12 continuous
months, the duration requirement in our definition of disability. Some people who have
thrombocytopenia with the requisite platelet counts and who experience one episode of
intracranial bleeding (current listing 7.06B) also do not have impairments that meet the
12-month duration requirement. Likewise, we believe that the episodes of bleeding we
include in the other current listings for disorders of hemostasis, including bleeding
episodes resulting from hemophilia, do not necessarily preclude a person from doing any

gainful activity for at least 12 months.

The requirement for transfusions in current listing 7.08 is out of date. Instead of
blood transfusions, physicians now use blood-clotting factor VIII, factor IX, or other

factor components to treat uncontrolled bleeding in hemophilia. A person usually
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receives intensive treatment with factor in a hospital if he or she cannot control a bleed
with factor through outpatient treatment or self-care. We believe that the requirement for
hospitalization will confirm the severity of the bleeding episode and provide an objective
measure. Similarly, the requirement for hospitalization would be an objective measure for
other complications of disorders of hemostasis, such as thromboses (blood clots) that

result from a hypercoagulation disorder.

We would use the criteria in proposed listing 7.18 to evaluate hemostasis
disorders that do not meet the criteria of proposed listing 7.08 but that cause
complications that affect a person’s functioning. For example, proposed listing 7.18
would include some people who have joint deformity (arthropathy) from repeated
bleeding into a joint. We may also use the criteria in the musculoskeletal listings to

evaluate the effects of joint deformity."

Proposed listing 7.10—Disorders of bone marrow failure

This proposed listing corresponds to current listings 7.10, “Myelofibrosis
(myeloproliferative syndrome),” 7.15, “Chronic granulocytopenia (due to any cause),”
and 7.17, “Aplastic anemias.” We would evaluate myelofibrosis, granulocytopenia, and
aplastic anemias, as well as any other disorder of bone marrow failure, under the
proposed listing. We would also evaluate aplastic anemias and other disorders of bone
marrow failure treated with bone marrow or stem cell transplantation under proposed

listing 7.17.

13 See proposed section 7.00J1.
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In proposed listing 7.10A, we would require three hospitalizations within a 12-
month period (and occurring at least 30 days apart) for complications of a disorder of
bone marrow failure (such as systemic infections). As we noted earlier in our explanation
of proposed section 7.00E, in proposed 7.10A we would broaden the criterion in current
listing 7.10B to include systemic viral and fungal infections. Systemic viral and fungal
infections that must be treated in the hospital are as serious as systemic bacterial
infections. People who have episodes of systemic infections that do not meet the

requirement in proposed listing 7.10A may qualify under proposed listing 7.18.

We propose to remove current listing 7.10C because intractable bone pain is rare
in myelofibrosis. When a person has this symptom, we would be able to evaluate his or
her impairment under proposed listing 7.18. We can also use an appropriate listing in the

musculoskeletal body system, as we make clear in proposed section 7.00J1.

Proposed listing 7.17—Hematological disorders treated by bone marrow or stem cell

transplantation

Current listing 7.17 is for aplastic anemias treated with bone marrow or stem cell
transplantation. We would broaden this listing to include all hematological disorders
treated with these transplantation procedures. We would consider the person disabled
until “at least” 12 months from the date of transplantation. The phrase “at least” would

provide our adjudicators with the flexibility to consider the person disabled for a period
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longer than 12 months from the date of transplantation if the evidence justifies it. After
that period, we would evaluate any residual impairment(s) under the criteria for the

affected body system.

Proposed listing 7.18—Repeated complications of hematological disorders

As we have already noted, we propose a new listing based on repeated
complications of any hematological disorder together with functional limitations that
result from the disorder. We modeled this proposed listing after several listings in our
immune disorders body system.'* The proposed listing reflects symptoms, signs, and
complications of hematological disorders. Like immune disorders, hematological
disorders can be characterized by episodes of complications and symptoms that can
significantly affect functioning. For this reason, we believe it is appropriate to have a
listing that includes functional limitations for hematological disorders like the listings in
the immune disorders body system. We believe these functional criteria would help us

more quickly and easily adjudicate some claims.

How are we proposing to change the introductory text and listings for evaluating

hematological disorders in children?

With one exception, the proposed childhood introductory text and listings are the
same as the proposed adult rules, apart from minor differences such as referring to

children instead of adults. The reasons we gave earlier for changing or removing current

'* See listings 14.02B, 14.03B, 14.04D, 14.05E, 14.06B, 14.07C, 14.08K, 14.09D, and 14.10B.
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criteria for adults also apply to the childhood criteria.

We are not proposing a listing for children like proposed listing 7.18 for adults.
Instead, we would use our current childhood rules for evaluating functional equivalence
to the listings."” These rules accomplish the same objective for children as proposed

listing 7.18 would for adults.

What is our authority to make rules and set procedures for determining whether a person

1s disabled under the statutory definition?

Under the Act, we have full power and authority to make rules and regulations

and to establish necessary and appropriate procedures to carry out such provisions.'®

How long would these proposed rules be effective?

If we publish these proposed rules as final rules, they will remain in effect for five
years after the date they become effective, unless we extend them or revise and reissue

them.

Clarity of these proposed rules

Executive Order 12866, as supplemented by Executive Order 13563, requires

1 See §416.926a.
1 Sections 205(a), 702(a)(5), and 1631(d)(1).
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each agency to write all rules in plain language. In addition to your substantive comments

on this NPRM, we invite your comments on how to make them easier to understand.

For example:
e  Would more, but shorter, sections be better?
e Are the requirements in the rules clearly stated?
e Have we organized the material to suit your needs?
e (Could we improve clarity by adding tables, lists, or diagrams?
e What else could we do to make the rules easier to understand?
e Do the rules contain technical language or jargon that is not clear?
e Would a different format make the rules easier to understand, (for example,

grouping and order of sections, use of headings, paragraphing)?

When will we start to use these rules?

We will not use these rules until we evaluate public comments and publish final

rules in the Federal Register. All final rules we issue include an effective date. We will

continue to use our current rules until that date. If we publish final rules, we will include
a summary of relevant comments we received, our responses to them, and an explanation

of how we will apply the new rules.

REGULATORY PROCEDURES
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Executive Order 12866, as supplemented by Executive Order 13563

We consulted with the Office of Management and Budget (OMB) and determined
that these proposed rules meet the requirements for a significant regulatory action under
Executive Order 12866, as supplemented by Executive Order 13563. Thus, OMB

reviewed them.

Regulatory Flexibility Act

We certify that these proposed rules would not have a significant economic
impact on a substantial number of small entities because they affect only individuals.
Therefore, the Regulatory Flexibility Act, as amended, does not require us to prepare a

regulatory flexibility analysis.

Paperwork Reduction Act

These proposed rules do not impose new or affect any existing reporting or

recordkeeping requirements and are not subject to OMB clearance.

REFERENCES

We consulted the following references when we developed these proposed rules:



31

Ballas, S.K., Current issues in sickle cell pain and its management, The American

Society of Hematology Education Program, 97-105 (2007) (available at:

http://asheducationbook.hematologylibrary.org/cgi/reprint/2007/1/97).

Brousseau, D.C., et al., Acute care utilization and rehospitalizations for sickle cell

disease, Journal of the American Medical Association, Apr;303(13), 1288-1294 (2010)

(available at: http://jama.ama-assn.org/content/303/13/1288.full.pdf).

Cahlon, O., et al., A retrospective radiographic review of hemophilic shoulder

arthropathy, Clinical Orthopaedics and Related Research, Jun;423, 106-111 (2004).

Cines, D.B., et al., Management of adult patients with persistent idiopathic

thrombocytopenic purpura following splenectomy: A systemic review, Annals of Internal

Medicine, 140(2), 112-120 (2005).

Collins, P.W., et al., Break-through bleeding in relation to predicted factor VIII
levels in patients receiving prophylactic treatment for severe hemophilia A, Journal of

Thrombosis and Haemostasis, 7(3), 413-420 (2009)(available at:

http://onlinelibrary.wiley.com/doi/10.1111/1.1538-7836.2008.03270.x/pdf).

Cunningham, M.J., et al., Complications of beta-thalassemia major in North
America, Blood, Jul(104(1), 34-39 (2004) (available at:

http://bloodjournal.hematologylibrary.org/content/104/1/34.full.pdf+html).



32

Davis, P.N., et al., Sickle cell disease and communication disorders, Perspectives

on Communication Disorders and Sciences in Culturally and Linguistically Diverse

Populations, Apr;7(1), 4-8 (2001).

Drake, J.H., et al., High school completion rates among men with hemophilia,

American Journal of Preventive Medicine, 38(4S), S489-S494 (2010)(available at:

http://www.sciencedirect.com/science? ob=MImg& imagekey=B6VHT-4YN57D2-C-

1& cdi=6075& user=949101& pii=S0749379709009623& origin=& coverDate=04%

2F30%2F2010& sk=999619995.8998&view=c&wchp=dGLbVzW-

zSkWz&md5=0e9e024dbc5a724f1bcdcefd588c0b25&ie=/sdarticle.pdf).

Emory University. “Inpatient management of fever in the child with sickle cell

disease” available at: http://www.pediatrics.emory.edu/pem/public/documents/4565.pdf

Emory University. “Outpatient evaluation and management of fever in child with
sickle cell disease” available at:

http://pediatrics.emory.edu/pem/public/documents/4566.pdf

Engelbert, H.H., et al., Aerobic capacity in children with hemophilia, The Journal

of Pediatrics, Jun;152(6), 833-838 (2008).

Eufemia, J., et al., Are there phases to the vaso-occlusive painful episode in sickle



33

cell disease? Journal of Pain and Symptom Management, Apr;29(4), 392-400

(2005)(available at: http://download.journals.elsevierhealth.com/pdfs/journals/0885-

3924/P11S0885392405000503.pdf).

Fauci, A.S., et al., eds., Harrison’s Principles of Internal Medicine. Seventeenth

Edition, New York: McGraw Hill, 2008:334-364, 628-735.

Field, J.J., et al., Acute pain in children and adults with sickle cell disease:

Management in the absence of evidence-based guidelines, Current Opinion in

Hematology, May;16(3), 173-178 (2009).

Folson, A.R., et al., Protein C, antithrombin, and venous thromboembolism

incidence: A prospective population-based study, Arteriosclerosis, Thrombosis, and

Vascular Biology, Jun;22(6), 1018-1022 (2002)(available at:

http://atvb.ahajournals.org/content/22/6/1018.full.pdf+html).

Foote, D., et al., Pain as an emergent issue in thalassemia, American Journal of

Hematology, May;85(5), 367-370 (2010)(available at:

http://onlinelibrary.wiley.com/doi/10.1002/ajh.21670/pdf; scroll down the page to view

the article).

Fung, E.B., et al., Relationship between Chronic Transfusion Therapy and Body

Composition in Subjects with Thalassemia, The Journal of Pediatrics, Oct;157(4), 641-




34

647 (2010).

Geller, A K. and O’Connor, K.M., The sickle cell crisis: A dilemma in pain relief,

Mayo Clinic Proceedings, Mar;83(3), 320-323 (2008)(available at:

http://www.mayoclinicproceedings.com/content/83/3/320.full.pdf+html).

Gevirtz, C., Pain management in patients with sickle cell disease, Topics in Pain

Management, Jan;23(6), 1-6 (2008).

Greer, J.P., et al., eds., Wintrobe’s Clinical Hematology. Twelfth Edition, 2 Vols.

Philadelphia: Lippincott, Williams & Wilkins, 2008.

Harvard Medical School, Information Center for Sickle Cell and Thalassemic
Disorders, “Thalassemia” (1999) available at:

http://sickle.bwh.harvard.edu/thalover.html.

Hsieh, M.M., et al., Allogeneic hematopoietic stem-cell transplantation for sickle

cell disease, New England Journal of Medicine, Dec;361(24), 2309-2317

(2009)(available at: http://www.nejm.org/doi/full/10.1056/NEJM0a090497 1 #t=article).

Johnson, S.J., Cerebral infarction in the sickle cell diseases: Current concepts and

therapeutic guidelines, (2005). Medscape Today, at:

http://www.medscape.com/viewarticle/496546.




35

Josephson, C.D., et al., Transfusion in the patient with sickle cell disease: A

critical review of the literature and transfusion guidelines, Transfusion Medicine

Reviews, Apr;21(2), 118-133 (2007)(available at:

http://medres.med.ucla.edu/Education/syllabus/Hema/pd/29.%20Sickle%20Cell%202.pd

D).

Kilcoyne, R.F., et al., Evolution of imaging tests in hemophilia with emphasis on

radiology and magnetic resonance imaging, Acta Radiologica, Apr;47(3), 287-296

(2006).

Kohne, T., et al., Newly diagnosed idiopathic thrombocytopenic purpura in

childhood: an observational study, The Lancet, Dec;358, 2122-2125 (2001).

Kruskall, M.S., The perils of platelet transfusions, New England Journal of

Medicine, 337(26), 1914-1915 (1997).

Lusher, J.M., Hemophilia: Clinical aspects, management, and complications,

(2005), Medscape Today, at: http://www.medscape.com/viewarticle/496545.

Manno, C.S., Management of Bleeding Disorders in Children, American Society

of Hematology Education Program, 416-422 (2005), available at:

http://asheducationbook.hematologylibrary.org/cgi/reprint/2005/1/416.pdf.




Matthew, H.M., et al., Allogeneic hematopoietic stem-cell transplantation for

sickle cell disease, New England Journal of Medicine, Dec;361(24), 2309-2310

(2009)(available at: http://www.nejm.org/doi/full/10.1056/NEJM0a090497 1 #t=article).

Mayo Clinic, “Anemia,” available at:

http://www.mavoclinic.com/health/anemia/DS00321.

—"“Aplastic anemia,” available at: http://www.mayoclinic.com/health/aplastic-

anemia/DS00322.

—*“Sickle cell anemia,” available at: http://www.mayoclinic.com/health/sickle-

cell-anemia/DS00324.

—“Thalassemia,” available at:

http://www.mavoclinic.com/health/thalassemia/DS00905

—“Von Willebrand disease: Complications,” available at:

http://www.mavoclinic.com/health/aplastic-

anemia/DS00903/DSECTION=complications.

McCarty, J.M., Transplant strategies for idiopathic myelofibrosis, Seminars in

Hematology, Apr;41(Supplement 3), 23-29 (2004).

36



37

McClish, D.K., et al., Gender differences in pain and healthcare utilization for

adult sickle cell patients: The PiSCES project, Journal of Women’s Health,

Mar;15(2),146-154 (2006).

McClish, D.K., et al., Health related quality of life in sickle cell patients: The

PiSCES project, Health and Quality of Life Outcomes, Aug;3:50 (2005)(available at:

http://ukpmec.ac.uk/backend/ptpmcrender.cgi?accid=PMC1253526&blobtype=pdf).

Miller, S.T., et al., Prediction of adverse outcomes in children with sickle cell

disease, New England Journal of Medicine, Jan;342(2), 83-89 (2000)(available at:

http://www.nejm.org/doi/full/10.1056/NEJM200001133420203).

Munker, R., et al., eds., Modern Hematology: Biology and Clinical Management,

Second Edition, Totowa: Humana, 2007.

Murray, E.W., et al., von Willebrand Disease: Pathogenesis, classification, and

management, Transfusion Medicine Reviews, Apr;19(2), 93-110 (2008).

National Hemophilia Foundation, “What is a bleeding disorder?” available at:

http://www.hemophilia.org/NHFWeb/MainPgs/MainNHF.aspx?menuid=2&contentid=5

National Institutes of Health, National Heart, Lung, and Blood Institute, The



38

Management of Sickle Cell Disease, (NIH Publication No. 02-2117, 4™ ed. 2002),

available at: http://www.nhlbi.nih.gov/health/prof/blood/sickle/sc_mngt.pdf.

Ng, W.H., et al., Role of imaging in management of hemophilic patients,

American Journal of Roentgenology, May;184(5), 1619-1623 (2005)(available at:

http://www.ajronline.org/content/184/5/1619.full.pdf).

Northern California Comprehensive Thalassemia Center, “Clinical trials and

research,” available at: http://www.thalassemia.com/trials_thal.html.

Nuttall, G.A., et al., Current transfusion practices of members of the American

Society of Anesthesiologists, Anesthesiology, Dec;99(6), 1433-1443 (2003)(available at:

http://www.uic.edu/com/mcas/anes1433.pdf).

Paper, R. and Kelley, L.A., A Guide to Living With von Willebrand Disease,

Georgetown: LA Kelly Communications, 2002.

Passweg, J.R., Haematopoietic stem cell transplantation for immune

thrombopenia and other refractory autoimmune cytopenias, Best Practice & Research

Clinical Haematology, Jun;71(2), 305-315 (2004).

Price, D.T. and Ridker, P.M., Factor V Leiden mutation and the risks for

thromboembolic disease: A clinical perspective, Annals of Internal Medicine,




39

Nov;127(10), 895-903 (1997).

Platt, O.S., et al., Mortality in sickle cell disease—life expectancy and risk factors

for early death, New England Journal of Medicine, Jun;330(23), 1639-1644

(1994)(available at: http://www.nejm.org/doi/full/10.1056/NEJM199406093302303).

Platt, O.S., et al., Pain in sickle cell disease—rates and risk factors, New England

Journal of Medicine, Jul;325(1), 11-16 (1991)(available at:

http://www.nejm.org/doi/full/10.1056/NEJM199107043250103#t=article).

Plug, L., et al., Thirty years of hemophilia treatment in the Netherlands, 1972-
2001, Blood, Dec;104(12), 3494-3500 (2004)(available at:

http://bloodjournal.hematologylibrary.org/content/104/12/3494.full.pdf+html).

Plug, 1., Hemopbhilia on the Threshold of the 21* Century, Chapter 2.3: Social

Functioning of Patients with Hemophilia, Online Sep 2005, available at:

https://openaccess.leidenuniv.nl/bitstream/handle/1887/3389/2.3.pdf:jsessionid=9576B3F

DDOCDF922537B2A29480097267sequence=10.

Rogovik, A.L., et al., Admission and length of stay due to painful vaso-occlusive

crisis in children, American Journal of Emergency Medicine, Sep;27(7), 797-801 (2009).

Roosendaal, G., et al., Prophylactic treatment for prevention of joint disease in



40

hemophilia—cost versus benefit, New England Journal of Medicine, Aug;357(6), 603-

605 (2007).

Rosenthal, F., et al., Hematopoietic stem cell transplantation with autologous cord
blood units in two patients with severe aplastic anemia: Time for reassessment?, Biology

of Blood and Marrow Transplantation, Feb.13(2)(Supplementl), 39 (2007), available at:

http://download.journals.elsevierhealth.com/pdfs/journals/1083-

8791/PIIS1083879106009566.pdf.

Rossbach, H., et al., Review of antihemophilic factor injection for the routine
prophylaxis of bleeding episodes and risk of joint damage in severe hemophilia A,

Vascular Health and Risk Management, 6, 59-68 (2010)(available at:

http://www.dovepress.com/review-of-antihemophilic-factor-injection-for-the-routine-

prophylaxis--a3937).

Sebastiani, P., et al., A network model to predict the risk of death in sickle cell
disease, Blood, Oct;110(7), 2727-2735 (2007)(available at:

http://bloodjournal.hematologylibrary.org/content/110/7/2727 .full).

Shah, S., et al., Hereditary spherocytosis, Pediatrics in Review, May;25(5), 168-

173 (2004).

Sigler, A.T. and Zinkham, W.H. “Anemia.” Sports and Exercise for Children with




41

Chronic Health Conditions, Barry Goldberg, ed. Champaign: Human Kinetics, 1995:290-

299.

Simon, T.L., et al., Practice parameter for the use of red blood cell transfusions:
Developed by the Red Blood Cell Administration Practice Guideline Development Task

Force of the College of American Pathologists. Archives of Pathology & Laboratory

Medicine, Feb;122(2),130-138 (1998)(available at:

http://findarticles.com/p/articles/mi_qa3725/is_199802/ai_n8803744/?tag=mantle_skin:c

ontent).

Smiers, F.J., et al., Hematopoietic stem cell transplantation for
hemoglobinopathies: Current practice and emerging trends, Pediatric Clinics of North
America, 57(1), Feb;181-205 (2010)(available at:

http://facm.unjbe.edu.pe/revistaspediatria/Pediatrics%20Clinics%2001%20North%20Am

erica/Febrero%202010%20%5B57(1)%5D/04.pdf).

Soler, R., et al., Hemophilic arthropathy, a scoring system for magnetic resonance

imaging, European Radiology, Apr;12(4), 836-843 (2002).

Steinberg, M.H., Predicting clinical severity in sickle cell anaemia, British Journal

of Haematology, May;129(11), 465-481 (2005)(available at:

http://www.medicine.wisc.edu/~williams/sickleseverity.pdf).




42

Steinberg, M.H., et al., Effect of hydroxyurea on mortality and morbidity in adult

sickle cell anemia, Journal of the American Medical Association, Apr;289(13), 1645-

1651 (2003)(available at: http://jama.ama-assn.org/content/289/13/1645.full.pdf+html).

Takeshita, K., Beta Thalassemia, Online, Sep 2010, available at:

http://emedicine.medscape.com/article/206490-overview.

Vick, L.R., et al., Partial splenectomy prevents splenic sequestration crises in

sickle cell disease, Journal of Pediatric Surgery, Nov;44(11), 2088-2091 (2009).

Vichinsky, E.P., et al., Neuropsychological dysfunction and neuroimaging
abnormalities in neurologically intact adults with sickle cell anemia, Journal of the

American Medical Association, May:303(18), 1823-1831 (2010)(available at:

http://jama.ama-assn.org/content/303/18/1823.full.pdf+html).

Vogiatzi, M.G., et al., Bone disease in thalassemia: A frequent and still

unresolved problem, Journal of Bone and Mineral Research, May;24(3), 543-557

(2009)(available at: http://onlinelibrary.wiley.com/doi/10.1359/jbmr.080505/pdf).

Vogiatzi, M.G., et al., Prevalence of fractures among the thalassemia syndromes

in North America, Bone, Apr;38(4), 571-575 (2006).

Wandt, H., et al., Safety and Cost Effectiveness of a 10 x109/L Trigger for



43

Prophylactic Platelet Transfusions Compared With the Traditional 20 x 109/L Trigger: a
Prospective Comparative Trial in 105 Patients With Acute Myeloid Leukemia, Blood,

May;91(10): 3601-3606 (1998).

Yale, S., et al., Approach to the vaso-occlusive crisis in adults with sickle cell

disease. American Family Physician, Mar;61(5), 1349-1356 (2000)(available at:

http://www.aafp.org/afp/20000301/1349.html).

Zinkham, W H., et al., Variable degrees of suppression of hemoglobin S synthesis
in subjects with hemoglobin SS disease on a long-term transfusion regimen, Journal of

Pediatrics, Feb;124(2), 215-219 (1994).

We included these references in the rulemaking record for these proposed rules
and will make them available for inspection by interested persons who make

arrangements with the contact person identified above.

(Catalog of Federal Domestic Assistance Program Nos. 96.001, Social Security—
Disability Insurance; 96.002, Social Security—Retirement Insurance; 96.004, Social
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For the reasons set out in the preamble, we propose to amend 20 CFR chapter I1I,

part 404, subpart P as set forth below:

PART 404—FEDERAL OLD-AGE, SURVIVORS AND DISABILITY INSURANCE

(1950- )

1. The authority citation for subpart P of part 404 is revised to read as follows:

Authority: Secs. 202, 205(a)-(b), and (d)-(h), 216(1), 221(a), (i), and (j), 222(c),
223,225, and 702(a)(5) of the Social Security Act (42 U.S.C. 402, 405(a)-(b) and (d)-(h),
416(1), 421(a), (i), and (j), 422(c), 423, 425, and 902(a)(5)); sec. 211(b), Pub. L. 104-193,

110 Stat. 2105, 2189; sec. 202, Pub. L. 108-203, 118 Stat. 509 (42 U.S.C. 902 note).

Appendix 1 to Subpart P of Part 404—[ Amended]

2. Amend appendix 1 to subpart P of part 404 by revising:
a. Item 8 of the introductory text before part A;

b. Section 7.00 of part A;

c. Section 13.00K2c(ii) of part A;

d. Second sentence of section 13.00K3 of part A; and

e. Section 107.00 of part B.

The revisions read as follows:
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APPENDIX 1 TO SUBPART P OF PART 404—LISTING OF IMPAIRMENTS

* ok ok ok ok

8. Hematological Disorders (7.00 and 107.00): (date 5 years from the effective

date of the final rules).

* ok ok ok ok

Part A

* ok ok ok ok

7.00 HEMATOLOGICAL DISORDERS

A. What hematological disorders do we evaluate under these listings?

1. We evaluate non-malignant (non-cancerous) hematological disorders, such as
hemolytic anemias (7.05), disorders of hemostasis (7.08), and disorders of bone marrow
failure (7.10), which disrupt the normal development and function of white blood cells,

red blood cells, platelets, and blood-clotting factors.

2. We evaluate malignant (cancerous) hematological disorders, such as
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lymphoma, leukemia, and multiple myeloma, under the appropriate listings in 13.00,
except for lymphoma associated with human immunodeficiency virus (HIV) infection,

which we evaluate under 14.08E.

B. What evidence do we need to document that you have a hematological

disorder? We need the following evidence to document that you have a hematological

disorder:

1. A laboratory report of a definitive test that establishes a hematological disorder,

signed by a physician; or

2. A laboratory report of a definitive test that establishes a hematological disorder
that is not signed by a physician and a report from a physician that states you have the

disorder; or

3. When we do not have a laboratory report of a definitive test, a persuasive report
from a physician that a positive diagnosis of your hematological disorder was confirmed
by appropriate laboratory analysis or other diagnostic method(s). To be persuasive, this
report must state that you had the appropriate definitive laboratory test or tests for
diagnosing your disorder and provide the results, or explain how your diagnosis was
established by other diagnostic method(s) consistent with the prevailing state of medical

knowledge and clinical practice.
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4. We will make every reasonable effort to obtain the results of appropriate
laboratory testing you have had. We will not purchase complex, costly, or invasive tests,

such as tests of clotting factors, bone marrow aspirations, or bone marrow biopsies.

C. What are hemolytic anemias, and how do we evaluate them under 7.05?

1. Hemolytic anemias include an array of disorders that result in premature
destruction of red blood cells (RBCs). The diagnosis of hemolytic anemia is based on
hemoglobin electrophoresis or analysis of the contents of the RBC (hemoglobin,
enzymes) and the envelope (membrane) of the RBC. Sickle cell disease, thalassemia, and

their variants are some examples of hemolytic anemias.

2. The hospitalizations in 7.05B do not all have to be for the same complication of
the hemolytic anemia. They may be for three different complications of the disorder.
Examples of complications of hemolytic anemia that may result in hospitalization include
osteomyelitis, painful (vaso-occlusive) crisis, pulmonary infections or infarctions, acute
chest syndrome, pulmonary hypertension, chronic heart failure, gallbladder disease,
hepatic (liver) failure, renal (kidney) failure, nephrotic syndrome, aplastic crisis, and

cerebrovascular accident (stroke).

3. For 7.05C, we do not require hemoglobin to be measured during a period in
which you are free of pain or other symptoms of your disorder. We will accept

hemoglobin measurements made while you are experiencing complications of your
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hemolytic anemia.

4. Transfusion-dependent in 7.05D refers to the most serious type of beta

thalassemia major, in which the bone marrow cannot produce sufficient numbers of
RBCs to maintain life. Transfusion dependency requires life-long chronic treatment with
RBC transfusions at least once every 6 weeks. We exclude prophylactic RBC
transfusions for sickle cell disease (for example, to prevent stroke) because we do not

consider them to be of equal medical significance to transfusion-dependent thalassemia.

D. What are disorders of hemostasis, and how do we evaluate them under 7.08?

1. Disorders of hemostasis are characterized by abnormalities in blood clotting

and include both hypocoagulation (inadequate blood clotting) and hypercoagulation

(excessive blood clotting). The diagnosis of a disorder of hemostasis is based on

evaluation of plasma clotting factors or platelets. Hemophilia, von Willebrand disease,

and thrombocytopenia are some examples of hypocoagulation disorders. Protein C or

protein S deficiency and Factor V Leiden are examples of hypercoagulation disorders.

2. The hospitalizations in 7.08 do not all have to be for the same complication of a
disorder of hemostasis. They may be for three different complications of the disorder.
Examples of complications that may result in hospitalization include uncontrolled
bleeding requiring multiple factor concentrate infusions or platelet transfusions, anemia,

thromboses, and embolisms. We will also consider any surgery that you have to be a
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complication of your disorder of hemostasis if you require treatment with factor infusions
or anticoagulant medication to control bleeding or coagulation in connection with your

surgery.

E. What are disorders of bone marrow failure, and how do we evaluate them

under 7.107?

1. Disorders of bone marrow failure are characterized by bone marrow that does

not make enough healthy RBCs, granulocytes (specialized types of white blood cells),
platelets, or a combination of these cell types. The diagnosis is based on bone marrow
aspirations or bone marrow biopsies. Myelodysplastic syndromes, aplastic anemia,

granulocytopenia, and myelofibrosis are some examples of disorders of bone marrow

failure.

2. The hospitalizations in 7.10A do not all have to be for the same complication of
bone marrow failure. They may be for three different complications of the disorder.
Examples of complications that may result in hospitalization include uncontrolled

bleeding, anemia, and systemic bacterial, viral, or fungal infections.

3. For 7.10B, transfusion-dependent for myelodysplastic syndromes or aplastic

anemias has the same meaning as it does for beta thalassemia major. (See 7.00C4.)

F. How do we evaluate bone marrow or stem cell transplantation under 7.17? We
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will consider you to be disabled for 12 months from the date of bone marrow or stem cell
transplantation, or we may consider you to be disabled for a longer period if you are
experiencing any serious post-transplantation complications, such as graft-versus-host
(GVH) disease, frequent infections after immunosuppressive therapy, or significant
deterioration of organ systems. We do not restrict our determination of the onset of
disability to the date of the transplantation in 7.17. We may establish an earlier onset date
of disability due to your transplantation if evidence in your case record supports such a

finding.

G. How do we use the functional criteria in 7.18?

1. When we use the functional criteria in 7.18, we consider all relevant
information in your case record to determine the impact of your hematological disorder
on your ability to function independently, appropriately, effectively, and on a sustained
basis in a work setting. Factors we will consider when we evaluate your functioning
under 7.18 include, but are not limited to: your symptoms, the frequency and duration of
complications of your hematological disorder, periods of exacerbation and remission, and

the functional impact of your treatment, including the side effects of your medication.

2. Repeated complications means that the complications occur on an average of
three times a year, or once every 4 months, each lasting 2 weeks or more; or the
complications do not last for 2 weeks but occur substantially more frequently than three

times in a year or once every 4 months; or they occur less frequently than an average of
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three times a year or once every 4 months but last substantially longer than 2 weeks.
Your impairment will satisfy this criterion regardless of whether you have the same kind
of complication repeatedly, all different complications, or any other combination of
complications; for example, two of the same kind of complication and a different one.
You must have the required number of complications with the frequency and duration
required in this section. Additionally, the complications must occur within the period we

are considering in connection with your application or continuing disability review.

3. To satisfy the functional criteria in 7.18, your hematological disorder must
result in a “marked” level of limitation in one of three general areas of functioning:
Activities of daily living, social functioning, or difficulties in completing tasks due to
deficiencies in concentration, persistence, or pace. Functional limitation may result from
the impact of the disease process itself on your mental functioning, physical functioning,
or both your mental and physical functioning. This limitation could result from persistent
or intermittent symptoms, such as pain, severe fatigue, or malaise, resulting in a
limitation of your ability to do a task, to concentrate, to persevere at a task, or to perform
the task at an acceptable rate of speed. (Severe fatigue means a frequent sense of
exhaustion that results in significant reduced physical activity or mental function. Malaise
means frequent feelings of illness, bodily discomfort, or lack of well-being that result in
significantly reduced physical activity or mental function.) You may also have limitations

because of your treatment and its side effects.

4. Marked limitation means that the symptoms and signs of your hematological
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disorder interfere seriously with your ability to function. Although we do not require the
use of such a scale, “marked” would be the fourth point on a five-point scale consisting
of no limitation, mild limitation, moderate limitation, marked limitation, and extreme
limitation. We do not define “marked” by a specific number of different activities of
daily living or different behaviors in which your social functioning is impaired, or a
specific number of tasks that you are able to complete, but by the nature and overall
degree of interference with your functioning. You may have a marked limitation when
several activities or functions are impaired, or even when only one is impaired.
Additionally, you need not be totally precluded from performing an activity to have a
marked limitation, as long as the degree of limitation interferes seriously with your ability
to function independently, appropriately, and effectively. The term “marked” does not

imply that you must be confined to bed, hospitalized, or in a nursing home.

5. Activities of daily living include, but are not limited to, such activities as doing

household chores, grooming and hygiene, using a post office, taking public
transportation, or paying bills. We will find that you have a “marked” limitation in
activities of daily living if you have a serious limitation in your ability to maintain a
household or take public transportation because of symptoms such as pain, severe fatigue,
anxiety, or difficulty concentrating, caused by your hematological disorder (including
complications of the disorder) or its treatment, even if you are able to perform some self-

care activities.

6. Social functioning includes the capacity to interact with others independently,
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appropriately, effectively, and on a sustained basis. It includes the ability to communicate
effectively with others. We will find that you have a “marked” limitation in maintaining
social functioning if you have a serious limitation in social interaction on a sustained
basis because of symptoms such as pain, severe fatigue, anxiety, or difficulty
concentrating, or a pattern of exacerbation and remission, caused by your hematological
disorder (including complications of the disorder) or its treatment, even if you are able to

communicate with close friends or relatives.

7. Completing tasks in a timely manner involves the ability to sustain

concentration, persistence, or pace to permit timely completion of tasks commonly found
in work settings. We will find that you have a “marked” limitation in completing tasks if
you have a serious limitation in your ability to sustain concentration or pace adequate to
complete work-related tasks because of symptoms, such as pain, severe fatigue, anxiety,
or difficulty concentrating caused by your hematological disorder (including
complications of the disorder) or its treatment, even if you are able to do some routine

activities of daily living.

H. How do we consider your symptoms, including your pain, severe fatigue, and

malaise? Your symptoms, including pain, severe fatigue, and malaise, may be important
factors in our determination whether your hematological disorder(s) meets or medically
equals a listing, or in our determination whether you are otherwise able to work. We
cannot consider your symptoms unless you have medical signs or laboratory findings

showing the existence of a medically determinable impairment(s) that could reasonably
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be expected to produce the symptoms. If you have such an impairment(s), we will
evaluate the intensity, persistence, and functional effects of your symptoms using the
rules throughout 7.00 and in our other regulations. (See §§404.1528, 404.1529, 416.928,
and 416.929 of this chapter.) Additionally, when we assess the credibility of your
complaints about your symptoms and their functional effects, we will not draw any
inferences from the fact that you do not receive treatment or that you are not following
treatment without considering all of the relevant evidence in your case record, including
any explanations you provide that may explain why you are not receiving or following

treatment.

1. How do we evaluate episodic events in hematological disorders? Some of the

listings in this body system require a specific number of events within a consecutive
12-month period. (See 7.05, 7.08, and 7.10A.) When we use such criteria, the 12-month
period must occur within the period we are considering in connection with your

application or continuing disability review.

J. How do we evaluate hematological disorders that do not meet one of these

listings?

1. These listings are only examples of common hematological disorders that we
consider severe enough to prevent a person from doing any gainful activity. If your
disorder does not meet the criteria of any of these listings, we must consider whether you

have a disorder that satisfies the criteria of a listing in another body system. For example,
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we will evaluate hemophilic joint deformity or bone or joint pain from myelofibrosis
under 1.00; polycythemia vera under 3.00, 4.00, or 11.00; chronic iron overload resulting
from repeated RBC transfusion (transfusion hemosiderosis) under 3.00, 4.00, or 5.00; and

the effects of intracranial bleeding under 11.00 or 12.00.

2. If you have a severe medically determinable impairment(s) that does not meet a
listing, we will determine whether your impairment(s) medically equals a listing. (See
§§404.1526 and 416.926 of this chapter.) Hematological disorders may be associated
with disorders in other body systems, and we consider the combined effects of multiple
impairments when we determine whether they medically equal a listing. If your
impairment(s) does not medically equal a listing, you may or may not have the residual
functional capacity to engage in substantial gainful activity. We proceed to the fourth,
and, if necessary, the fifth steps of the sequential evaluation process in §§404.1520 and
416.920. We use the rules in §§404.1594, 416.994, and 416.994a of this chapter, as

appropriate, when we decide whether you continue to be disabled.

7.01 Category of Impairments, Hematological Disorders

7.05 Hemolytic anemias (including sickle cell disease, thalassemia, and their

variants) (see 7.00C), with:

A. Documented painful (vaso-occlusive) crises requiring parenteral (intravenous

or intramuscular) narcotic medication, occurring at least six times within a 12-month
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period with at least 30 days between crises.

OR

B. Complications of hemolytic anemia requiring at least three hospitalizations

within a 12-month period and occurring at least 30 days apart. Each hospitalization must

last at least 48 hours, which can include hours in a hospital emergency department

immediately before the hospitalization. (See 7.00C2).

OR

C. Hemoglobin measurements of 7.0 grams per deciliter (g/dL) or less, occurring

at least three times within a 12-month period with at least 30 days between

measurements.

OR

D. Transfusion-dependent beta thalassemia major (see 7.00C4).

7.08 Disorders of hemostasis (including hemophilia and thrombocytopenia) (see

7.00D), with complications requiring at least three hospitalizations within a 12-month
period and occurring at least 30 days apart. Each hospitalization must last at least 48

hours, which can include hours in a hospital emergency department immediately before
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the hospitalization. (See 7.00D2.)

7.10 Disorders of bone marrow failure (including myeloproliferative syndrome,

aplastic anemia, and granulocytopenia) (see 7.00E), with:

A. Complications of bone marrow failure requiring at least three hospitalizations

within a 12-month period and occurring at least 30 days apart. Each hospitalization must

last at least 48 hours, which can include hours in a hospital emergency department

immediately before the hospitalization. (See 7.00E2.)

OR

B. Transfusion-dependent myelodysplastic syndromes or aplastic anemias (see

7.00C4).

7.17 Hematological disorders treated by bone marrow or stem cell transplantation

(see 7.00F). Consider under a disability for at least 12 months from the date of
transplantation. After that, evaluate any residual impairment(s) under the criteria for the

affected body system.

7.18 Repeated complications of hematological disorders (see 7.00G2), including

those complications listed in 7.05, 7.08, and 7.10 but without the requisite findings for

those listings, or other complications (for example, anemia, osteonecrosis, retinopathy,
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skin ulcers, silent central nervous system infarction, cognitive or other mental limitation,
or limitation of joint movement), resulting in significant, documented symptoms or signs
(for example, pain, severe fatigue, malaise, fever, night sweats, headaches, joint or
muscle swelling, or shortness of breath), and one of the following at the marked level

(see 7.00G4):

A. Limitation of activities of daily living (see 7.00G5).

B. Limitation in maintaining social functioning (see 7.00G6).

C. Limitation in completing tasks in a timely manner due to deficiencies in

concentration, persistence, or pace (see 7.00G7).

* ok ko sk sk

13.00 Malignant Neoplastic Diseases

K. How do we evaluate specific malignant neoplastic diseases?




2. Leukemia.

¢. Chronic lymphocyvtic leukemia.

ii. We evaluate the complications and residual impairment(s) from chronic
lymphocytic leukemia (CLL) under the appropriate listings, such as 13.05A2 or an

appropriate listing in 7.00.

3. Macroglobulinemia or heavy chain disease. * * * We evaluate the resulting

impairment(s) under the criteria of 7.00 or any other affected body system.

% ok ko sk sk

Part B
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107.00 HEMATOLOGICAL DISORDERS

A. What hematological disorders do we evaluate under these listings?

1. We evaluate non-malignant (non-cancerous) hematological disorders, such as
hemolytic anemias (107.05), disorders of hemostasis (107.08), and disorders of bone
marrow failure (107.10), which disrupt the normal development and function of white

blood cells, red blood cells, platelets, and blood-clotting factors.

2. We evaluate malignant (cancerous) hematological disorders, such as
lymphoma, leukemia, and multiple myeloma under the appropriate listings in 113.00,
except for lymphoma associated with human immunodeficiency virus (HIV) infection,

which we evaluate under 114.08E.

B. What evidence do we need to document that you have a hematological

disorder? We need the following evidence to document that you have a hematological

disorder:

1. A laboratory report of a definitive test that establishes a hematological disorder,

signed by a physician; or

2. A laboratory report of a definitive test that establishes a hematological disorder

that is not signed by a physician and a report from a physician that states you have the
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disorder; or

3. When we do not have a laboratory report of a definitive test, a persuasive report
from a physician that a positive diagnosis of your hematological disorder was confirmed
by appropriate laboratory analysis or other diagnostic method(s). To be persuasive, this
report must state that you had the appropriate definitive laboratory test or tests for
diagnosing your disorder and provide the results, or explain how your diagnosis was
established by other diagnostic method(s) consistent with the prevailing state of medical

knowledge and clinical practice.

4. We will make every reasonable effort to obtain the results of appropriate

laboratory testing you have had. We will not purchase complex, costly, or invasive tests,

such as tests of clotting factors, bone marrow aspirations, or bone marrow biopsies.

C. What are hemolytic anemias, and how do we evaluate them under 107.05?

1. Hemolytic anemias include an array of disorders that result in premature

destruction of red blood cells (RBCs). The diagnosis of hemolytic anemia is based on
hemoglobin electrophoresis or analysis of the contents of the RBC (hemoglobin,
enzymes) and the envelope (membrane) of the RBC. Sickle cell disease, thalassemia, and

their variants are some examples of hemolytic anemias.

2. The hospitalizations in 107.05B do not all have to be for the same complication
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of the hemolytic anemia. They may be for three different complications of the disorder.
Examples of complications of hemolytic anemia that may result in hospitalization include
dactylitis, osteomyelitis, painful (vaso-occlusive) crisis, pulmonary infections or
infarctions, acute chest syndrome, pulmonary hypertension, chronic heart failure,
gallbladder disease, hepatic (liver) failure, renal (kidney) failure, nephrotic syndrome,

aplastic crisis, and cerebrovascular accident (stroke).

3. For 107.05C, we do not require hemoglobin to be measured during a period in
which you are free of pain or other symptoms of your disorder. We will accept
hemoglobin measurements made while you are experiencing complications of your

hemolytic anemia.

4. Transfusion-dependent in 107.05D refers to the most serious type of beta

thalassemia major, in which the bone marrow cannot produce sufficient numbers of
RBCs to maintain life. Transfusion dependency requires life-long chronic treatment with
RBC transfusions at least once every 6 weeks. We exclude prophylactic RBC
transfusions for sickle cell disease (for example, to prevent stroke) because we do not

consider them to be of equal medical significance to transfusion-dependent thalassemia.

D. What are disorders of hemostasis, and how do we evaluate them under 107.08?

1. Disorders of hemostasis are characterized by abnormalities in blood clotting

and include both hypocoagulation (inadequate blood clotting) and hypercoagulation
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(excessive blood clotting). The diagnosis of a disorder of hemostasis is based on

evaluation of plasma clotting factors or platelets. Hemophilia, von Willebrand disease,

and thrombocytopenia are some examples of hypocoagulation disorders. Protein C or

protein S deficiency and Factor V Leiden are examples of hypercoagulation disorders.

2. The hospitalizations in 107.08 do not all have to be for the same complication
of a disorder of hemostasis. They may be for three different complications of the
disorder. Examples of complications that may result in hospitalization include
uncontrolled bleeding requiring multiple factor concentrate infusions or platelet
transfusions, anemia, thromboses, and embolisms. We will also consider any surgery that
you have to be a complication of your disorder of hemostasis if you require treatment
with factor infusions or anticoagulant medication to control bleeding or coagulation in

connection with your surgery.

E. What are disorders of bone marrow failure, and how do we evaluate them

under 107.10?

1. Disorders of bone marrow failure are characterized by bone marrow that does

not make enough healthy RBCs, granulocytes (specialized types of white blood cells),
platelets, or a combination of these cell types. The diagnosis is based on bone marrow
aspirations or bone marrow biopsies. Myelodysplastic syndromes, aplastic anemia,

granulocytopenia, and myelofibrosis are some examples of disorders of bone marrow

failure.
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2. The hospitalizations in 107.10A do not all have to be for the same complication
of bone marrow failure. They may be for three different complications of the disorder.
Examples of complications that may result in hospitalization include uncontrolled

bleeding, anemia, and systemic bacterial, viral, or fungal infections.

3. For 107.10B, transfusion-dependent for myelodysplastic syndromes or aplastic

anemias has the same meaning as it does for beta thalassemia major. (See 107.00C4.)

F. How do we evaluate bone marrow or stem cell transplantation under 107.17?

We will consider you to be disabled for 12 months from the date of bone marrow or stem
cell transplantation, or we may consider you to be disabled for a longer period if you are
experiencing any serious post-transplantation complications, such as graft-versus-host
(GVH) disease, frequent infections after immunosuppressive therapy, or significant
deterioration of organ systems. We do not restrict our determination of the onset of
disability to the date of the transplantation in 107.17. We may establish an earlier onset of
disability due to your transplantation if evidence in your case record supports such a

finding.

G. How do we consider your symptoms, including your pain, severe fatigue, and

malaise? Your symptoms, including pain, severe fatigue, and malaise, may be important
factors in our determination whether your hematological disorder meets or medically

equals a listing, or in our determination whether you otherwise have marked and severe
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functional limitations. We cannot consider your symptoms unless you have medical signs
or laboratory findings showing the existence of a medically determinable impairment(s)
that could reasonably be expected to produce the symptoms. If you have such an
impairment(s), we will evaluate the intensity, persistence, and functional effects of your
symptoms using the rules throughout 107.00 and in our other regulations. (See §§416.928
and 416.929 of this chapter.) Additionally, when we assess the credibility of your
complaints about your symptoms and their functional effects, we will not draw any
inferences from the fact that you do not receive treatment or that you are not following
treatment without considering all of the relevant evidence in your case record, including
any explanations you provide that may explain why you are not receiving or following

treatment.

H. How do we evaluate episodic events in hematological disorders? Some of the

listings in this body system require a specific number of events within a consecutive 12-
month period. (See 107.05, 107.08, and 107.10A.) When we use such criteria, the 12-
month period must occur within the period we are considering in connection with your

application or continuing disability review.

1. How do we evaluate hematological disorders that do not meet one of these

listings?

1. These listings are only examples of common hematological disorders that we

consider severe enough to result in marked and severe functional limitations. If your
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disorder does not meet the criteria of any of these listings, we must consider whether you
have a disorder that satisfies the criteria of a listing in another body system. For example,
we will evaluate hemophilic joint deformity under 101.00; polycythemia vera under
103.00, 104.00, or 111.00; chronic iron overload resulting from repeated RBC transfusion
(transfusion hemosiderosis) under 103.00, 104.00, or 105.00; and the effects of

intracranial bleeding under 111.00 or 112.00.

2. If you have a severe medically determinable impairment(s) that does not meet a
listing, we will determine whether your impairment(s) medically equals a listing. (See
§416.926 of this chapter.) Hematological disorders may be associated with disorders in
other body systems, and we consider the combined effects of multiple impairments when
we determine whether they medically equal a listing. If your impairment(s) does not
medically equal a listing, we will also consider whether it functionally equals the listings.
(See §416.926a of this chapter.) We use the rules in §416.994a of this chapter when we

decide whether you continue to be disabled.

107.01 Category of Impairments, Hematological Disorders

107.05 Hemolytic anemias (including sickle cell disease, thalassemia, and their

variants) (see 107.00C), with:

A. Documented painful (vaso-occlusive) crises requiring parenteral (intravenous

or intramuscular) narcotic medication, occurring at least six times within a 12-month
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period with at least 30 days between crises.

OR

B. Complications of hemolytic anemia requiring at least three hospitalizations

within a 12-month period and occurring at least 30 days apart. Each hospitalization must

last at least 48 hours, which can include hours in a hospital emergency department

immediately before the hospitalization. (See 107.00C2.)

OR

C. Hemoglobin measurements of 7.0 grams per deciliter (g/dL) or less, occurring

at least three times within a 12-month period with at least 30 days between

measurements.

OR

D. Transfusion-dependent beta thalassemia major (see 107.00C4).

107.08 Disorders of hemostasis (including hemophilia and thrombocytopenia)

(see 107.00D), with complications requiring at least three hospitalizations within a 12-
month period and occurring at least 30 days apart. Each hospitalization must last at least

48 hours, which can include hours in a hospital emergency department immediately
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before the hospitalization. (See 107.00D2.)

107.10 Disorders of bone marrow failure (including myeloproliferative syndrome,

aplastic anemia, and granulocytopenia) (see 107.00E), with:

A. Complications of bone marrow failure requiring at least three hospitalizations
within a 12-month period and occurring at least 30 days apart. Each hospitalization must
last at least 48 hours, which can include hours in a hospital emergency department

immediately before the hospitalization. (See 107.00E2.)

OR

B. Transfusion-dependent myelodysplastic syndromes or aplastic anemias (see

107.00C4).

107.17 Hematological disorders treated by bone marrow or stem cell

transplantation (see 107.00F). Consider under a disability for at least 12 months from the
date of transplantation. After that, evaluate any residual impairment(s) under the criteria

for the affected body system.
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