[image: image1.png]GREAT<§%LAKES

HEMOPHILIA

FOUNDATION
TODAY’S CARE, TOMORROW'’S CURE.





January 24, 2002


Jo Anne B. Barnhart
Commissioner
Social Security Administration
P.O. Box 17703
Baltimore, MD 21235-7703

Re: RIN 0960-AD67

Dear Commissioner Barnhart:

The Great Lakes Hemophilia Foundation (GLHF) has served Wisconsin citizens with bleeding disorders since 1974.  The mission of the GLHF is to advance the quality of life of individuals and families affected by hemophilia or other bleeding disorders by ensuring a broad range of services and programs while supporting research to improve care and to find a cure.  Our goal is to increase public awareness, promote early identification, ensure access to needed services, educate and support families, and fund research to improve care and find a cure.  The GLHF is a nonprofit organization with 501(c)(3) status and is a member organization of the National Hemophilia Foundation.  

The Great Lakes Hemophilia Foundation has reviewed the proposed Listing of Impairments for hemophilia and von Willebrand disease, and recommends that they be reevaluated and modified due to incorrect medical information.

7.03B. and 107.03B. Hemophilia with spontaneous bleeding despite prophylactic factor replacement, occurring at least 3 times in a consecutive 12-month period.

Comment:  Prophylaxis is not a universal standard of care, as documented by extensive data (collected as of 1/15/02) in the “Centers for Disease Control and Prevention Report on the Universal Data Collection System” (for hemophilia) which is to be published in January, 2002 (CDC Contact Mike Soucie, Ph.D. 404-371-5278).   Prophylaxis data follows for hemophilia patients participating in the study:

CDC Report on the Universal Data Collection System 

(for hemophilia from data collected as of 1/15/02)

Hemophilia Severity
Patients < 18
Patients >=18


Total No. Patients


% on Prophylaxis
Total No. Patients
% on Prophylaxis

Severe
2,374
56.0%
1,860
14.5%

Moderate
1,032
19.6%
790
5.1%

Mild
872
2.1%
961
0.6%

Although the National Hemophilia Foundation (NHF) Medical and Scientific Advisory Council (MASAC) Recommendations (#117) considers prophylaxis as optimal therapy for individuals with severe hemophilia, not all individuals with severe hemophilia are on prophylaxis.  It is also important to note that not all individuals with hemophilia have a diagnosis of severe hemophilia.  It would seem conclusive from the CDC data (above) that a very significant number of hemophilia patients are on “demand therapy” (i.e. treatment of spontaneous bleeds at the time of the bleed) and not prophylaxis. 

Recommendation:  Based on actual treatment data, it would seem appropriate then to remove the prophylaxis clause, “…despite prophylactic factor replacement…”, from the Listings. 

Comment #2: In regard to the joint deformity requirement section of the Listing for children, it is not appropriate to use the listing for juvenile rheumatoid arthritis (JRA).  Individuals with hemophilia have a different type of joint disease than those with JRA.  Hemophilia-related joint disease is the result of repeated hemophilia-related bleeds into a joint. 

In addition, why is there a joint deformity section of the Listing for children and not adults?  Is such a section necessary when joint deformity is a complication of spontaneous bleeds?  

Recommendation:  Joint deformity should be considered as a complication of hemophilia like other complications of hemophilia, including hepatitis, HIV and inhibitors?

Proposed 113.21E- How Do We Evaluate Episodic Hematological Disorders?


“…In every listing in which we require more than one event [bleeding episode], there must be at least 1 month between the events [bleeding episodes], in order to ensure that we are evaluating separate episodes.”

Comment:  This criteria requiring at least one month between bleeding episodes to ensure that Social Security is reviewing separate bleeding episodes is medically inaccurate.  Many separate spontaneous bleeds can occur over a one-month time. 

An individual with hemophilia may have many spontaneous bleeds over the period of one month in many muscles and joints.  An individual could also have several separate bleeding episodes in the same muscle or joint over a one-month period.

Recommendation: Remove the "1 month between the events" criteria from the listing.

7.03C and 107.03C Other hypocoagulable states (such as von Willeberand disease or thrombobasthenia) with spontaneous bleeding requiring hospitalization (for 24 hours or more), occurring at least 3 times in a consecutive 12 month period.

Comment:  Von Willebrand disease (vWd) should not be separated from hemophilia in the new Listings.  Individuals with severe vWd have similar bleeding experiences as those individuals with moderate and severe hemophilia.   Individuals with vWd do not require special hospitalization to control bleeding episodes.  Like hemophilia, treatment goal is for outpatient and/or home management.

Recommendation:  Based on actual practice patterns in the medical community, it would seem appropriate to remove the hospitalization requirement clause, “…requiring hospitalization (for 24 hours or more)…”, from the Listings.

Sincerely,

Kathleen Marquardt 




John Malloy

Executive Director




President

Great Lakes Hemophilia Foundation 

PO Box 704

Milwaukee WI  53201

414/257-0200 

FAX: 414/257-1225

Kmarquardt@glhf.org

