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Active duty service members are 
authorized civilian medical care under 
10 U.S.C. 1074(c), and may be referred 
for unproven therapy when controlled 
in a formal clinical research trial. The 
trial must be operating under the 
structure of an institutional review 
board process, which conforms to the 
requirements of DoD Directive 3216.2, 
Protection of Human Subjects and 
Adherence of Ethical Standards in DoD 
Supported Research, the requirements 
of 32 CFR part 219, Protection of Human 
Subjects, as well as Service specific 
human experimentation regulations. 

DoD has the authority to waive the 
statutory limitation for all other DoD 
beneficiaries that health care services 
must be medically necessary, 
appropriate, and proven care, as long as 
these services are provided within the 
context of an interagency agreement 
with the National Institutes of Health 
(NIH) for beneficiary participation in 
NIH-sponsored or approved clinical 
trials. The Secretary of Defense must 
also determine that such waiver will 
promote access by covered beneficiaries 
to promising new treatments and 
contribute to the development of such 
treatments. 

B. Caseload, Costs 
Each year approximately 60,000 

TRICARE births occur at the Military 
Treatment Facilities (MTFs). 
Approximately 40,000 TRICARE births 
occur in civilian hospitals. According to 
the Center of Disease Control, in 2001 
there were 20.09 cases of spina bifida 
per 100,000 births. Based on various 
studies, we estimate that 95 percent of 
these reported cases are related to 
myelomeningocele. We then interpret 
that approximately 19 cases would 
occur annually in TRICARE. We expect 
six to sixteen TRICARE members each 
year would have a fetus with a prenatal 
diagnosis of spina bifida that would be 
eligible for the NICHD clinical trial and 
would agree to participate. 

Treatment protocol costs are 
estimated between $300,000 and $1.3 
million over Fiscal Years 2003 through 
2006 for TRICARE participation in the 
NICHD clinical trial of 
myelomeningocele fetal repair.

C. Operation of the Demonstration 
The National Institute of Child Health 

and Human Development (NICHD) will 
fund an unblinded randomized 
controlled clinical trial conducted by 
three participating centers. The NICHD 
will provide administrative support, all 
NICHD enrollments, and study 
monitoring activities. DoD will provide 
a Project Officer who will coordinate 
DoD activities. 

The DoD will develop initiatives to 
educate military healthcare providers 
and civilian TRICARE network 
providers about this initiative and the 
processes that are available for referral 
and pre-authorization of individuals 
with affected fetuses. DoD will require 
pre-authorization for any clinical 
services necessary or resultant from 
participation in an NICHD sponsored 
clinical trail before reimbursement by 
TRICARE. A pre-authorization for 
enrollment in the trial will suffice to 
cover each incidental expense or claim 
related to participation in the clinical 
trial extending through the duration of 
the clinical trial. The pre-authorization 
process will include verification with 
the NICHD that the patient has been 
enrolled in the study. 

The TRICARE contractor(s) would not 
be involved in clinical issues or in 
directing patients to a particular 
institution. 

D. Requirements for Participation 
Active duty members, former 

members, and their dependents eligible 
for TRICARE who meet the clinical trial 
protocol would be eligible to participate 
in the demonstration. NICHD 
anticipates a total of two hundred 
patients whose fetuses have been 
diagnosed with myelomeningocele at 16 
to 25 weeks’ gestation who are over the 
age of 18 years would be enrolled and 
referred to the Data and Study 
Coordinating Center (DSCC) at George 
Washington University in Rockville, 
Maryland, to undergo an initial 
evaluation. Those individuals who 
remain eligible and interested would be 
assigned by the DSCC to one of the three 
centers (Vanderbilt University medical 
Center in Nashville, the University of 
California at San Francisco, and 
Children’s Hospital of Philadelphia) 
where final evaluation and screening 
will be performed. Patient selection to 
the three Management of 
Myelomeningocele Study (MOMS) 
Centers would be based on convenience 
to the individual as well as the need to 
divide evenly the participants among 
the three centers. 

E. Costs 
Patients who choose to participate in 

the clinical trial will have no additional 
costs for prenatal care beyond what is 
normally paid by the beneficiary. If 
TRICARE beneficiaries have other 
health insurance, the other health 
insurance is required to pay first before 
TRICARE to the extent the health care 
is a benefit under the other plan as 
stated under 10 U.S.C. 1079(j)(1). If 
patients are in a prenatal surgery group, 
the travel, meal and lodging costs for the 

patient and a relative or friend will be 
covered by NICHD grant support or the 
grantee institution until delivery and 
after delivery, until the patient and baby 
go home. 

If patients are in a postnatal surgery 
group, travel back to the center for the 
patient and a support person will be 
covered by NICHD grant support or the 
grantee institution, as well as meals and 
lodging before and after delivery, until 
the baby and patient are able to go 
home. The cost of the study follow up, 
returning at one year and two and a half 
years of age will also be covered. Meals 
and lodging will be covered for those 
visits as well.

Dated: February 5, 2003. 
Patricia L. Toppings, 
Alternate OSD Federal Register Liaison 
Officer, Department of Defense.
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SUMMARY: Pursuant to Pub. L. 92–463, 
notice is hereby given of the 
forthcoming meeting of the 2003 S&T 
Review and the Chief of Staff and 
Secretary of the Air Force. The purpose 
of the meeting is to allow the SAB 
leadership to advise the Air Force 
leadership on the outcome of the 2003 
Review. Because classified and 
contractor-proprietary information will 
be discussed, this meeting will be 
closed to the public.
DATES: February 20, 2003.
ADDRESSES: Room 4E869, The Pentagon.
FOR FURTHER INFORMATION CONTACT: Maj 
John Pernot, Air Force Scientific 
Advisory Board Secretariat, 1180 Air 
Force Pentagon, Rm 5D982, Washington 
DC 20330–1180, (703) 697–4811.

Pamela D. Fitzgerald, 
Air Force Federal Register Liaison Officer.
[FR Doc. 03–3638 Filed 2–12–03; 8:45 am] 
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