IN THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF TEXAS
WICHITA FALLS DIVISION

VICTORIA KLEIN, et al.,
Plaintiffs,

Civil Action No. 7:03-CV-102-D

VS.

O’NEAL, INC., d/b/a O’'NEAL, JONES &
FELDMAN PHARMACEUTICALS, et al.,

s SO oOn oOn WO COn L0 0N N oD

Defendants.

NOTICE OF DEADLINE TO ASSERT CLAIMS UNDER THE MEDICARE
SECONDARY PAYER ACT, THE MEDICAID ACT, AND RELATED LAWS; AND
NOTICE OF HEARING TO ADDRESS DISTRIBUTION
OF CLASS ACTION SETTLEMENT PROCEEDS

ATTENTION:

THIS NOTICE IS DIRECTED TO THE HONORABLE ERIC HOLDER, ATTORNEY
GENERAL OF THE UNITED STATES, U.S. DEPARTMENT OF JUSTICE,
WASHINGTON, D.C.; TO THE HONORABLE KATHLEEN SEBELIUS, SECRETARY,
U.S. DEPARTMENT OF HEALTH & HUMAN SERVICES; TO THE ADMINISTRATOR
OF THE CENTERS FOR MEDICARE AND MEDICAID SERVICES; TO THE ATTORNEY
GENERAL OF EACH STATE OF THE UNITED STATES; AND TO THE STATE
AGENCIES RESPONSIBLE FOR ENFORCEMENT OF THE MEDICARE SECONDARY
PAYERACT, THE MEDICAID ACT, AND RELATED STATUTES AND REGULATIONS.

SEE APPENDIX A FOR LIST OF AGENCIES RECEIVING THIS NOTICE

PLEASE READ THISNOTICE CAREFULLY BECAUSE IT ESTABLISHES A DEADLINE
TO ASSERT CLAIMS FOR REIMBURSEMENT OF EXPENSES, IF ANY, PAID TO (OR
“ONBEHALF OF) E-FEROL CLASS MEMBERS UNDER THE MEDICARE SECONDARY
PAYER ACT OF 1980 AND/OR ANY OTHER MEDICARE- OR MEDICAID-RELATED
FEDERAL OR STATE LAW OR REGULATION AND ESTABLISHES A HEARING FOR
PROCESSING ANY CLAIM. FAILURE TO COMPLY WITH THESE PROCEDURES
- 'WILL RESULT IN THE WAIVER OF ANY REIMBURSEMENT CLAIMS COVERED BY
- THISNOTICE. IF YOUDO NOT INTEND TO MAKE A CLAIM AGAINST AN E-FEROL
- CLASS MEMBER, YOU DO NOT NEED TO TAKE ANY ACTION IN RESPONSE TO
THIS NOTICE.




E-Ferol Class Certification
OnMay 11,2004 the United States District Court for the Northern District of Texas, Wichita
Falls Division (the “Federal District Court™), certified a nationwide class action in Klein, et al. v.
O’Neal, Inc., et al., Civil Action No. 7:03-CV-102-D, to pursue claims related to the administration
of the drug E-Ferol. Kleinv. O 'Nedl, Inc.,222 F R.D. 564,566 (N.D. Tex. 2004) (Buchmeyer, J.).
The class of persons covered by this class action is defined as:
All persons in the United States, including any estate representatives
or heirs of deceased persons, who, during the period from November
1, 1983 until April 30, 1984, were administered E-Ferol. Included in
the class are parents, spouses, children, guardians, and legal
representatives of such persons with direct or derivative claims.
Court Approval of Class Action Settlement
On April 9, 2010, following a fairness hearing, the Federal District Court, by Memorandum
Opinion and Order, approved a settlement of the E-Ferol class action. Klein v. O’Neal, Inc., 705
F.Supp.2d 632 (N.D. Tex. 2010) (Fitzwater, C.J.). A copy of the Settlement Agreement is attached
and is available via PACER, www.pacer.gov, as document number 306-2 of Civil Action No. 7:03-
CV-102-D. Based on medical evidence presented at the fairness hearing, the court found that 328
infants received E-Ferol during the period from November 1, 1983 through April 30, 1984 and are
entitled to a monetary recovery.
Additionally, family members, guardians, and/or legal representatives of these E-Ferol
recipients (“Non-Recipients”) are members of the class and have asserted claims for losses incurred
resulting from the recipient’s exposure to E-Ferol. The E-Ferol class settlement provides for the

class to recover approximately $90 million from defendants’ liability insurers who agreed to fund

the Settlement. E-Ferol class members are categorized as follows:
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Category 1 claimants consist of Non-Recipients making claims as representatives of
deceased infants for whom the receipt of E-Ferol was alleged to be a substantial cause of the infants’
death.

Category 2 claimants consist of Non-Recipients making claims as representatives of
deceased infants for whom the receipt of E-Ferol was alleged to be a contributing cause of the
infant’s death.

Category 3 claimants consist of E-Ferol recipients who suffered brain injuries (brain
dysfunction and/or cerebral palsy) alleged to be the result of the receipt of E-Ferol, and one class
member making a claim as the representative of an E-Ferol recipient. The class members in this
category who feceived E-Ferol were further assessed as having mild, moderate, or severe disability
for purposes of assessing a monetary recovery.

‘Category 4 claimants consist of E-Ferol recipients who, following their initial hospital stay,
did not exhibit any permanent E-Ferol-related injury and were symptom-free upon being released
from the hospital following their birth, and Non-Recipients making claims as representatives of
recipients of E-Ferol who, following their initial hospital stay, did not exhibit any permanent E-
Ferol-related injury and whose deaths were not related to E-Ferol.

Category 5 claimants consist of E-Ferol recipients and Non-Recipients making claims as
representatives of deceased recipients of E-Ferol. These class members’ claims were dismissed
based on statute of limitations or statute of repose grounds by the Federal District Court’s
memorandum opinion and order of May 22, 2008. See Klein v. O Neal, Inc., 2008 WL 215203, at
*10 (N.D. Tex. May 22, 2008) (Fitzwater, C.J.). As a part of this settlement, Category 5 class

members will receive a reduced monetary award based upon the category (1-4) to which their
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dismissed claim would otherwise have been assigned. Category 5 claims are, for purposes of the
remainder of this Notice, included in the discussions of Categories 1 through 4,

A discussion of the medical conditions allegedly caused by E-Ferol is attached as Appendix

Efforts to Determine Whether Class Members
Received Medicare Or Medicaid Assistance

Class counsel have engaged in an extensive effort to determine whether any class members
have a potential obligation of reimbursement under the Medicare Secondary Payer Act of 1980
(“MSP Act”) and/or any other Medicare- and/or Medicaid-related federal and state laws and

regulations. Class counsel have contacted 43 state agencies that have enforcement authority for

third-party reimbursement claims, in each state where an E-Ferol recipient was born as well as in

any other state in which a surviving E-Ferol recipient has resided since birth, in an attempt to

determine whether any class members were recipients of Medicaid assistance. Class counsel have

-also obtained the results of CMS Database queries run by defendants” liability insurance carriers,

in an attempt to determine whether any class members were recipients of Medicare assistance. In

‘addition, class members completed declarations in which they were asked questions about Medicare

and Medicaid assistance; and class counsel have reviewed available medical records for E-Ferol
recipients to try to ascertain if their hospital intake forms indicate any Medicare and Medicaid

coverage.’

"During the period of approximately six months in 1983 and 1984 when E-Ferol was distributed,
social security numbers were not assigned af birth and, consequently, no social security number has
been found for most of the deceased E-Ferol infants, Defendants® liability carriers were advised that

a social security number was necessary in order to process a “query.” Consequently, no query was

processed for Category 1 and Category 2 infants.
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The Position of Class Counsel on Reimbursement

In the opinion of class counsel, no Medicare/Medicaid reimbursement is owed by any
claimants in Categories 1, (5)1, 2, 5(2), 4, and 5(4). One class counsel testified at the fairness
hearing that, despite attempts to obtain medical payment records for E-Ferol recipients, no records
were available due to the passage of time. Thus no medical bills were used to obtain settlement
proceeds for any E-Ferol recipient. Class counsel’s position is that any Medicare or Medicaid
assistance received by claimants in these Categories is wholly unrelated to E-Ferol and that there
is no evidence or colorable claim to the contrary. Class counsel contend that the awards to
Categories 1 and 2—consisting of the parents of the deceased infants—are for loss of consortium
with their deceased children and therefore outside the scope of the MSP Act and any applicable
Medicaid statute.

Category 1 and 5(1) claimants consist of Non-Recipients making claims as representatives
of deceased infants. Only one state Medicaid agency indicated that a payment had been made for
a claimant in these categories ($340.00). Class counsel contend that this agency is in error. No

query to Medicare was made for deceased infants in this category for the reasons stated above in

footnote *. Two Non-Recipients in Category 5(1), however, returned query results that indicate they

may be eligible for Medicare items or services. Based on declaration responses by claimants and
a review of hospital intake forms for E-Ferol recipients, approximately five claimants in these
categories may have received Medicare assistance, and approximately 20 claimants or deceased
infants may have received Medicaid assistance. However, it is the Federal District Court’s

preliminary finding that any medical expenses incurred by the claimants in these Categories were

 incurred for conditions not related to the receipt of E-Ferol.




Category 2 and 5(2) claimants consist of Non-Recipients making claims as representatives
of deceased infants. According to the information received by class counsel from state Medicaid
agencies, no payments were made for any claimants in these categories. No query to Medicare was
made for deceased infants in this Category for the reasons stated above in footnote *. CMS query
results indicate that one Non-Recipient in Category 2 may be eligible for Medicare items or services.
Based on declaration responses by claimants and a review of hospital intake forms for E-Ferol
recipients, one claimant in these Categories may have received Medicare assistance, and
approximately 11 claimants or deceased infants may have received Medicaid assistance. However,
it is the Federal District Court’s preliminary finding that any medical expenses incurred by the
claimants in these Categories were incurred for conditions not related to the receipt of E-Ferol.

Category 3 and 5(3) claimants consist of E-Ferol recipients for whom E-Ferol was alleged
to be a substantial contributing cause to brain dysfunction and/or cerebral palsy and one Non-
Recipient making a claim as a representative of an E-Ferol recipient. These infants were evaluated
based upon their functional ciisability and classified as either severe, moderate, or mild. Most, if not
all, of these infants had co-morbidities neither caused nor alleged to have been caused by their
receipt of E-Ferol but that contributed to their disabilities. Class counsel’s investigation, based on
the CMS query results submitted by liability insurance carriers, indicates that four E-Ferol recipients
in this category are listed as being eligible for or having received medical treatment paid by

‘Medicare. A total of 15 Medicaid recipients (including the four Medicare cases) in this Category
may have received some government assistance related to injuries caused by E-Ferol. Five state
agencies have either not responded or have failed to provide sufficient data to determine whether

there is a potential claim for reimbursement. It is the position of Class Counsel that, although some




payments to E-Ferol recipients in this category may be for injuries caused by the receipt of E-Ferol,
in most instances the medical expenses were incurred for conditions not related to the receipt of E-
Ferol. Class Counsel further contends that all of these cases were known or should have been
known in the exercise of reasonable care by Medicare or Medicaid agencies as a result of the
litigation in United States v. Hiland, 909 F.2d 1114 (8th Cir. 1990). The Federal District Court is
not making any preliminary finding with respect to class members in Category 3 and Category 5(3)
regarding medical expenses incurred by these class members.

Category 4 and 5(4) claimants consist of E-Ferol recipients who have not suffered (or have
not alleged that they have suffered) any permanent E-Ferol injury and were symptom-free upon
being released from the hospital following their birth, and Non-Recipients making claims as
representatives of deceased E-Ferol recipients who did not suffer (or who were not alleged to have
suffered) any permanent E-Ferol injury and were symptom-free upon being released from the
hospital following their birth. Eight E-ferol recipients in Category 4, plus one E-ferol recipient in
Category 5(4) returned CMS query results that indicate they may be eligible for Medicare items or
services, and twelve Non-Recipients in Category 4 also have query results indicating they may be
eligible for Medicare items or services. Based on declaration responses by claimants and a review
of hospital intake forms for E-Ferol recipients, approximately 35 claimants in these Categories may
have received Medicare assistance, and approximately 94 claimants may have received Medicaid
assistance, However, it is the Federal District Court’s preliminary finding that any medical expenses
incurred by the claimants in these Categories were incurred for conditions not related to the receipt

of E-Ferol.




The funds distributed to the class members in this category are based on the alleged cost of
future medical monitoring, or, in the case of deceased E-Ferol recipients in this Category, for
damages due to tortious invasion of their bodies as infants, and not for the payment for any past,
present, or future medical expense related to any injury from the receipt of E-Ferol. According to
Class Counsel, the monetary awards payable to surviving Category 4 claimants are for medical
monitoring alone and not for the payment for any past medical expense that, according to the
medical evidence, could not be attributed to the effects of E-Ferol. Likewise, there will be no
subsequent payment for future claims. The complications from the early receipt of E-Ferol are
neither discussed in the medical literature nor can they be predicted based upon reasonable medical
probability. Because no complication of E-Ferol can be proven by the required legal standard, there
is no provision in the class action seftlement for any future compensation. Class medical experts
recommend that Category 4 class members obtain aninitial baseline examination and radiographic
study of the liver, followed by annual blood tests, in order to provide the earliest possible notice of
any cirrhosis or carcinoma. Class members are not required to use their recovery for this purpose,
however. Class counsel are also of the opinion that the medical monitoring suggested, but not
required, of claimants in this category would notbe covered by Medicare and/or Medicaid, and thus
not subject to any reimbursement obligation by the MSP Act or any Medicaid third party recovery
statute.

Preliminary Finding

On March 30, 2011, based on the record before the court, the Federal District Court issued

the attached order (the “Order”) that includes a preliminary finding that members of Categories 1,

5(1), 2, 5(2), 4, and 5(4) of the E-Ferol Class do not have any actual or potential reimbursement
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obligations under the MSP Act and/or any other Medicare- and Medicaid-related federal and state
laws and regulations. At this time, the court has made no preliminary finding regarding
reimbursement obligations for E-Ferol class members in Categories 3 and 5(3).
Claims Covered by this Notice

For E-Ferol class members in Categories 1, 2, and 4 (and related Category 5 claimants),
claims covered by this Notice are claims for expenses paid to (or on behalf of) such class members
at any time. For class members in Categories 3 and 5(3), claims covered by this Notice are claims
for expenses paid to (or on behalf of) such class members through January 20, 2011.

Notice of Hearing and Deadline to Assert Reimbursement Claims

This Notice is being given to the agencies listed in Appendix A to entitle them to protect
their interests, if any, should they determine any medical expense subject to reimbursement
and covered by this Notice has been paid for an E-Ferol class member, A hearing will be
conducted on June 10, 2011 at 2:00 p.m. before the Honorable Sidney A. Fitzwater, Chief
Judge, U.S. District Court for the Northern District of Texas, at the U.S. Courthouse, 1100
Commerce, Courtroom 1525, Dallas, Texas, to determine whether the preliminary finding as

set out above shall become a final adjudication of reimbursement liabilities for class members

in Categories 1, 5(1), 2, 5(2), 4, 5(4), and to further consider whether any reimbursement

liabilities covered by this Notice exist for class members in Categories 3 and 5(3) and, if so,
what additional procedures may be necessary to resolve them. ALL CLAIMS COVERED BY
THIS NOTICE MUST BE FILED IN THE ABOVE-STYLED CAUSE NO LATER THAN
May 31,2011, with a copy of said claim served on lead class counsel, Art Brender, Law Office

of Art Brender, 600 8th Ave., Fort Worth, Texas 76102, and lead defense counsel, Barry

-0-




Chasnoff, of Akin Gump Strauss Hauer & Feld, LLP, 300 Convent Street, Suite 1600, San
Antonio, Texas 78205.
Effect of Failure to File Claim

The time given above for filing claims and the hearing constitute the agencies’ sole
opportunity to assert claims and present evidence, if any, to rebut the Federal District Court’s
preliminary findings with respect to the claimants in Categories 1, 2, and 4 (and related
Category S claimants). In addition, this filing period and hearing constitute the agencies’ sole
opportunity to assert reimbursement claims against class members in Categories 3 and 5(3)
for expenses through January 20, 2011, as well as to provide evidence in support of such
claims,

To provide sufficient notice and to permit class action proceeds to be timely distributed,

‘the court requires that, by the deadline stated above, any claim for reimbursement against E-

Ferol class members must be filed with the Clerk of the U.S. District Court for the Northern
District of Texas, Wichita Falls Division, 1000 Lamar St., Room 203, Wichita Falls, Texas
76301, in the above-styled cause, specifically identifying the member of the E-Ferol Class, the
amount of the claim, the specific billing upon which the claim is based, and the evidence upon
which the claim for reimbursement resulting from the receipt of E-Ferol is based.
Regarding Category 1, 5(1), 2, 5(2), 4, and 5(4) class members, a failure to file a claim
that includes the information required by this Notice, failure to appear in this court at the

scheduled hearing, or failure to submit evidence sufficient to rebut the preliminary

determination described above will result in the court’s preliminary determination’s becoming

- final and further bar any claim for reimbursement arising from the receipt of E-Ferol with
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respect to that E-Ferol class member. Any failure to file a claim covered by this Notice against
any class member in any category, including any Category 3 or 5(3) class member, or, if filed,
failure to provide adequate evidence, as required by this Notice, will result in a waiver of such
claim by the state or federal agency for reimbursement from any E-Ferol class member and
said agency will be enjoined from making a claim covered by this Notice against that E-Ferol
class member or against class counsel, defendant, defense counsel, and participating insurer,
or related parties, as those terms are defined in the Settlement Agreement and Release on file
in this cause on account of that class member. All rulings by the court entered in accordance
with these procedures will be binding on any potentially affected federal or state agency. E-
Ferol class members, class counsel, defendants, defense counsel, and ali participating insurers
shall be entitled fo rely on this court’s findings with respect to any claimed reimbursement
obligation of an E-Ferol class member as a defense to any action by any government agency
to recoup any costs or expense related to E-Ferol on account of that E-Ferol class member.
Means to Protect Confidentiality of Disclosed Information

In order to protect the personal identification information of E-Ferol Class Members and
recipients, the list of E-Ferol recipients and Non-Recipients, arranged according to categories set
out above, together with the dates and locations of birth; dates of death, if applicable; dates of
receipt of E-Ferol; Social Security number, if the person has one; relationship to E-Ferol recipient;
the percentage of settlement proceeds allocated to the claim(s) made by or through each E-Ferol
recipient (before any reduction for attorney’s fees and litigation expenses); and information

regarding whether a class member has been identified through CMS query results as a Medicare or
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Medicaid recipient are included in a password-protected spreadsheet provided to each agency.
Instructions for opening the spreadsheet will be provided.

Any party accessing information contained in such a spreadsheet is obligated to treat the
information as confidential and to comply with applicable laws regarding the non-disclosure of such

information,

Questions about this Notice

Any governmental entity or individual who has questions about this Notice or the E-Ferol

class action may direct such questions to E-Ferol Class Counsel.

DO NOT CONTACT THE COURT OR COURT CLERK
WITH QUESTIONS ABOUT THESE MATTERS

E-Ferol Class Counsel and Defense Counsel are:
Lead Class Counsel:

Art Brender
Law Offices of Art Brender
600 Eighth Avenue
Fort Worth, Texas 76102
(817) 334-0171
toll-free 1-866-329-0171
eferolclassaction@artbrender.com

Class Counsel:
Dwain Dent
Fred L. Streck, IIT
The Dent Law Firm
1120 Penn Street
Fort Worth, Texas 76102
(817) 332-2889
toll-free 1-800-245-3368
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Defense Counsel:
Barry A. Chasnoff
David R. Nelson
Akin Gump Strauss Hauer & Feld LLP
300 Convent Street Suite 1600
San Antonio, Texas 78205
(210) 281-7000

SIGNED March 30, 2011.

SIDNEaf A.FITZWATER D
CHIEF JUDGE
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Appendix A

Alabama Medicaid Agency

Dr. R. Bob Mullins, Jr., MPH, Commissioner
bob.mullins@maedicaid.alabama.gov

Alaska Medicaid and Health and Social
Services

William Streur, Interim Director
william.streur@alaska.gov

Arizona Health Care Cost Containment
System

Thomas J. Betlach, Director
tom.betlach@azahcces.gov

Arkansas Division of Medical Services
Gene Gessow, Director
eugene.gessow@arkansas.gov

‘California Department of Health Care
Services

Toby Douglas, Medicaid Director
toby.douglas@dhcs.ca.gov

Colorado Medical & Child Health Plan Plus
Administration Office

Lauret Karabatsos, Acting Director
laurel.karabatsos@state.co.us

Connecticuf Department of Social Services
Mark Schaefer, Medicaid Director
mark.schaefer@ct.gov

Delaware Division of Medicaid and Medical
Assistance

Roseanne Mahaney, Director
‘Rosanne.Mahaney@state.de.us

-‘Kansas Health Policy Authority

Barbara Langner, PhD, Acting Medicaid Director
blangner@khpa.ks.gov

-14-

District of Columbia Department of Health
Care Financing

doh@dc.gov

mohammad.akhter@dc.gov

Florida Agency for Health Care
Administration

Roberia K. Bradford, Deputy Secretary

-Braxton.Wilson@acs-inc.com

Georgia Department of Community Health
Jerry Dubberly, Medicaid Director
jdubberly@DCH.GA.gov

Hawaii Department of Human Services Med-
Gluest Division

Dr. Kenneth 8. Fink, Division Administrator
kfink@medicaid.dhs.state hi.us

Idaho Department of Health and Welfare
Leslie Clement, Administrator
leek2@dhw.idaho.gov

litinois Department of Healthcare and Family
Services

Theresa Eaglescon, Administrator
theresa.eagleson@illinois.gov

Indiana Family and Social Services
Administration

Patricia Casanova, Director of Medicaid
pat.casanova@fssa.IN.gov

[owa Medicaid Enterprise

Jennifer Vermeer, Medicaid Director
Jvermee@dhs.state.ia.us

Kentucky Department for Medicaid Services
Neville Wise, Acting Commissioner
neville. wise@KY.gov




Louisiana Department of Health and
Hospitals

Don Gregory, Medicaid Director
dgregory@dhh.la.gov

Maine Office of Maine Care Services
Stefanie Nadeau, Acting Director
Stefanie.Nadeau@maine.gov
Maryland Department of Health and Mental
Hygiene

Charles Milligan, Depuly Secretary
jsharfstein@dhmbh.state.md.us
Massachusetts Office of Medicaid

Terence G. Dougherty, Interim Medicaid Director

margaret.pepe@state.ma.us

Michigan Medical Services Administration
‘Steve Fitton, Medicaid Director
FittonS@michigan.gov

Minnesota Bepartment of Human Services
David Godfrey, Medicaid Director
Jessica.H.Hodek@state.mn.us

Mississippi Division of Medicaid

Dr. Robert L. Robinson, Executive Director
exblr@medicaid.state.ms.us

Missouri MO HealthNet Division

Dr. [an McCaslin, MD, MPH, Director
karen.a.lewis@dss.mo.gov

Montana Department of Public Health &
Human Service

Mary Dalton, Director

mdalton@mt.gov

Nebraska Division of Medicaid and Long-
Term Care

Vivianne M. Chaumont, Director
vivianne.chaumont@nebraska.gov

Nevada Division of Health Care Financing
and Policy
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Charles Duarte, Administrator
cduarte@dhefp.nv.gov

New Hampshire Department of Health and
Human Services

Kathleen Dunn, Acting Medicaid Director
KDunn@DHHS state.nh.us

New Jersey Division of Medical Assistance
and Health Services

Valerie Harr, Medicaid Director

valerie. harr@dhs.state.nj.us

New Mexico Medical Assistance Division
Julie Weinberg, Acting Medicaid Director
Julie.weinberg@state.nm.us

New York Office of Health Insurance
Programs

Jason Helgerson, Medicaid Director
dhg03@health.state.ny.us

North Carolina Division of Medical
Assistance

Dr. Craigan L. Gray, Director
craigan.gray@dhhs.nc.gov

North Dakota Division of Medical Services
Maggie D. Anderson, Director
manderson@nd.gov

Ohio Department of Job and Family Services
John McCarthy, Medicaid Director
john.mccarthy@jfs.ohio.gov

. Oklahoma Health Care Authority

Dr. Garth Splinter, Medicaid Director
garth.splinter@okhca.org

Oregon Division of Medical Assistance
Programs

Judy Mohr-Peterson, State Medicaid Director
judy.mohr-peterson@state.or.us
Pennsylvania Medical Assistance Programs
lIzanne Leonard-Haak, Deputy Secretary




ileonardha@state.pa.us

Rhode Island Division of Health Care Quality
Elena Nicolella, Medicaid Director
enlcolella@dhs.rigov

South Carolina Department of Heaith &
Human Services

Anthony Keck, Medicaid Director
info@scdhhs.gov

South Dakota Department of Social Services
Larry lversen, Medicaid Director
larry.iversen@state.sd.us

Tennessee Bureau of TennCare

Darin Gordon, Director/Deputy Commissioner
darin.j.gordon@fn.gov

Texas Health and Human Services
Commission

Billy Mitiwee, State Medicaid Director
Associate Commissioner for Medicaid/CHIP
billy. millwee@hhsc.state.tx.us

Utah Department of Health

Michael Hales, Director

mthales@utah.gov

Vermont Office of Health Access

Susan W. Besio, Director
susan.besio@ahs.state.vi.us

Virginia Department of Medical Assistance
Services

Dr. Greg Pane, Director
greg.pane@dmas.virginia.gov
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Washington Department of Social and Health
Services

Douglas Porter, Assistant Secretary
Taylotr@dshs.wa.gov

West Virginia Bureau for Medical Services
Nancy Atkins, Commissioner
nancy.v.atkins@wv.gov

Wisconsin Division of Health Care Financing
Brett Davis, Medicaid Director
brett.davis@DHS . Wl.gov

Wyoming Office of Health Care Financing

Teri Green, State Medicaid Administrator

teri.green@health.wyo.gov




APPENDIX B
Medical Conditions Caused by E-Ferol
E-Ferol was an altered form of vitamin E delivered intravenously (IV) and claimed by the
distributor to be a “safe intravenous form of vitamin E” for use in preventing retrolental fibroplasia.
Now known as the retinopathy of prematurity, this condition causes visual impairment and blindness
in premature children. E-Ferol was administered almost exclusively to premature children to
prevent visual impairment resulting from the oxygen therapy needed by pre-term neonates.
Plaintiffs provided evidence that E-Ferol was dose-specific and, if given in a sufficient quantity
relative to infant weight, could cause clinical deterioration in premature infants, including
unexplained thrombocytopenia, hepatic and/or renal failure, hepatomegaly, splenomegaly,
cholestatic jaundice, azotemia, respiratory distress, cardiopulmonary deterioration, ascites, and
distinct findings on autopsy of progressive veno-occlusive hepatic disease. Because the receipt of
E-Ferol was a unique experience in pharmaceutical history, the long-term effects, if any, of the
receipt of the E-Ferol, whether an infant experienced some or no symptoms prior to his or her
release from the hospital, are unknown. Class counsel introduced medical evidence that, in
unrelated instances, early insult to the liver could possibly lead to latent cirrhosis or carcinoma.
However, no living E-Ferol recipients in the E-Ferol class have reported these problems.
In the spring of 1984, the Center for Disease Control dispatched a team of epidemiologists,
“led by William Martone, M.D., to investigate the phenomenon being observed in hospitals
-throughout the cbuntry. This investigation resulted in the recall of E-Ferol on April 12, 1984. Dr.
Martoﬁe published his findings in Pediatrics, Martone, et al., “IlInesses with Fatalities in Premature

Infants: The Association with Vitamin E Preparation, E-Ferol,” 78 Pediatrics 591 (1986).
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Pathologist Kevin Bove, M.D., together with neonatologist Carl Bodenstein, M.D., and pediatric
liver specialist William Balistreri, M.D., compared autopsy slides and medical records from several
nurseries that administered E-Ferol to those in the same town (Cincinnati) that had not distributed
E-Ferol and confirmed the constellation of symptoms that they designated as E-Ferol Syndrome.

Bove, et al., “Vascular-Pathic Hepatotoxicity Associated with E-Ferol Syndrome in Low
Birthweight Infants,” 254 JAMA 2422 (1985). The corporations involved in formulating and
distributing E-Ferol and their principles were convicted of numerous violations of the FDA Act. See

United States v. Hiland, 909 F.2d 1114 (8th Cir. 1990).

-18 -




Appendix C
Appendix C pertains to maiters that are confidential and consequently, not being
reproduced on the E-Ferol website.
Appendix D

Appendix D is the Settlement Agreement and Release which is already contained
on the E-Ferol website and thus, it is not being reproduced here.




