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Therefore, the maximum Lifetime Learning
Credit Taxpayer A may claim for 1999 is
$1,000 (.20 x $5,000).

Example 2. In 1999, Taxpayer D pays $6,000
of qualified tuition and related expenses for
dependent E, and $2,000 of qualified tuition
and related expenses for dependent F, to at-
tend eligible educational institutions. De-
pendent F has already completed the first
two years of postsecondary education. For
1999, Taxpayer D claims the maximum $1,500
Hope Scholarship Credit with respect to de-
pendent E. In computing the amount of the
Lifetime Learning Credit, Taxpayer D may
not include any of the $6,000 of qualified tui-
tion and related expenses paid on behalf of
dependent E but may include the $2,000 of
qualified tuition and related expenses of de-
pendent F.

(b) Credit allowed for unlimited number
of tarable years. There is no limit to the
number of taxable years that a tax-
payer may claim a Lifetime Learning
Credit with respect to any student.

(c) Both degree and mondegree courses
are eligible for the credit—(1) In general.
For purposes of the Lifetime Learning
Credit, amounts paid for a course at an
eligible educational institution are
qualified tuition and related expenses
if the course is either part of a postsec-
ondary degree program or is not part of
a postsecondary degree program but is
taken by the student to acquire or im-
prove job skills.

(2) Examples. The following examples
illustrate the rule of this paragraph (c).
In each example, assume that all the
requirements to claim a Lifetime
Learning Credit are met. The examples
are as follows:

Example 1. Taxpayer A, a professional pho-
tographer, enrolls in an advanced photog-
raphy course at a local community college.
Although the course is not part of a degree
program, Taxpayer A enrolls in the course to
improve her job skills. The course fee paid by
Taxpayer A is a qualified tuition and related
expense for purposes of the Lifetime Learn-
ing Credit.

Example 2. Taxpayer B, a stockbroker,
plans to travel abroad on a ‘‘photo-safari”’
for his next vacation. In preparation for the
trip, Taxpayer B enrolls in a noncredit pho-
tography class at a local community college.
Because Taxpayer B is not taking the pho-
tography course as part of a degree program
or to acquire or improve his job skills,
amounts paid by Taxpayer B for the course
are not qualified tuition and related ex-
penses for purposes of the Lifetime Learning
Credit.
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(d) Effective date. The Lifetime Learn-
ing Credit is applicable for qualified
tuition and related expenses paid after
June 30, 1998, for education furnished in
academic periods beginning after June
30, 1998.

[T.D. 9034, 67 FR 78691, Dec. 26, 2002]

§1.25A-5 Special rules relating to
characterization and timing of pay-
ments.

(a) Educational expenses paid by
claimed dependent. For any taxable year
for which the student is a claimed de-
pendent of another taxpayer, qualified
tuition and related expenses paid by
the student are treated as paid by the
taxpayer to whom the deduction under
section 151 is allowed.

(b) Educational expenses paid by a
third party—(1) In general. Solely for
purposes of section 25A, if a third party
(someone other than the taxpayer, the
taxpayer’s spouse if the taxpayer is
treated as married within the meaning
of section 7703, or a claimed dependent)
makes a payment directly to an eligi-
ble educational institution to pay for a
student’s qualified tuition and related
expenses, the student is treated as re-
ceiving the payment from the third
party and, in turn, paying the qualified
tuition and related expenses to the in-
stitution.

(2) Special rule for tuition reduction in-
cluded in gross income of employee. Sole-
ly for purposes of section 25A, if an eli-
gible educational institution provides a
reduction in tuition to an employee of
the institution (or to the spouse or de-
pendent child of an employee, as de-
scribed in section 132(h)(2)) and the
amount of the tuition reduction is in-
cluded in the employee’s gross income,
the employee is treated as receiving
payment of an amount equal to the tui-
tion reduction and, in turn, paying
such amount to the institution.

(3) Examples. The following examples
illustrate the rules of this paragraph
(b). In each example, assume that all
the requirements to claim an education
tax credit are met. The examples are as
follows:

Example 1. Grandparent D makes a direct
payment to an eligible educational institu-
tion for Student E’s qualified tuition and re-
lated expenses. Student E is not a claimed
dependent in 1999. For purposes of claiming
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an education tax credit, Student E is treated
as receiving the money from her grandparent
and, in turn, paying her qualified tuition and
related expenses.

Example 2. Under a court-approved divorce
decree, Parent A is required to pay Student
C’s college tuition. Parent A makes a direct
payment to an eligible educational institu-
tion for Student C’s 1999 tuition. Under para-
graph (b)(1) of this section, Student C is
treated as receiving the money from Parent
A and, in turn, paying the qualified tuition
and related expenses. Under the divorce de-
cree, Parent B has custody of Student C for
1999. Parent B properly claims Student C as
a dependent on Parent B’s 1999 federal in-
come tax return. Under paragraph (a) of this
section, expenses paid by Student C are
treated as paid by Parent B. Thus, Parent B
may claim an education tax credit for the
qualified tuition and related expenses paid
directly to the institution by Parent A.

Example 3. University A, an eligible edu-
cational institution, offers reduced tuition
charges to its employees and their dependent
children. F is an employee of University A.
F’s dependent child, G, enrolls in a graduate-
level course at University A. Section 117(d)
does not apply, because it is limited to tui-
tion reductions provided for education below
the graduate level. Therefore, the amount of
the tuition reduction received by G is treat-
ed as additional compensation from Univer-
sity A to F and is included in F’s gross in-
come. For purposes of claiming a Lifetime
Learning Credit, F is treated as receiving
payment of an amount equal to the tuition
reduction from University A and, in turn,
paying such amount to University A on be-
half of F’s child, G.

(c) Adjustment to qualified tuition and
related expenses for certain excludable
educational assistance—(1) In general. In
determining the amount of an edu-
cation tax credit, qualified tuition and
related expenses for any academic pe-
riod must be reduced by the amount of
any tax-free educational assistance al-
locable to such period. For this pur-
pose, tax-free educational assistance
means—

(i) A qualified scholarship that is ex-
cludable from income under section
117;

(ii) A veterans’ or member of the
armed forces’ educational assistance
allowance under chapter 30, 31, 32, 34 or
35 of title 38, United States Code, or
under chapter 1606 of title 10, United
States Code;

(iii) Employer-provided educational
assistance that is excludable from in-
come under section 127; or
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(iv) Any other educational assistance
that is excludable from gross income
(other than as a gift, bequest, devise,
or inheritance within the meaning of
section 102(a)).

(2) No adjustment for excludable edu-
cational assistance attributable to ex-
penses paid in a prior year. A reduction
is not required under paragraph (c)(1)
of this section if the amount of exclud-
able educational assistance received
during the taxable year is treated as a
refund of qualified tuition and related
expenses paid in a prior taxable year.
See paragraph (f)(5) of this section.

(3) Scholarships and fellowship grants.
For purposes of paragraph (c)(1)(i) of
this section, a scholarship or fellowship
grant is treated as a qualified scholar-
ship excludable under section 117 ex-
cept to the extent—

(i) The scholarship or fellowship
grant (or any portion thereof) may be
applied, by its terms, to expenses other
than qualified tuition and related ex-
penses within the meaning of section
117(b)(2) (such as room and board) and
the student reports the grant (or the
appropriate portion thereof) as income
on the student’s federal income tax re-
turn if the student is required to file a
return; or

(ii) The scholarship or fellowship
grant (or any portion thereof) must be
applied, by its terms, to expenses other
than qualified tuition and related ex-
penses within the meaning of section
117(b)(2) (such as room and board) and
the student reports the grant (or the
appropriate portion thereof) as income
on the student’s federal income tax re-
turn if the student is required to file a
return.

(4) Examples. The following examples
illustrate the rules of this paragraph
(c¢). In each example, assume that all
the requirements to claim an education
tax credit are met. The examples are as
follows:

Example 1. University X charges Student A,
who lives on University X’s campus, $3,000
for tuition and $5,000 for room and board.
University X awards Student A a $2,000
scholarship. The terms of the scholarship
permit it to be used to pay any of a student’s
costs of attendance at University X, includ-
ing tuition, room and board, and other inci-
dental expenses. University X applies the
$2,000 scholarship against Student A’s $8,000
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total bill, and Student A pays the $6,000 bal-
ance of her bill from University X with a
combination of savings and amounts she
earns from a summer job. University X does
not require A to pay any additional fees be-
yond the $3,000 in tuition in order to enroll
in or attend classes. Student A does not re-
port any portion of the scholarship as in-
come on her federal income tax return. Since
Student A does not report the scholarship as
income, the scholarship is treated under
paragraph (c)(3) of this section as a qualified
scholarship that is excludable under section
117. Therefore, for purposes of calculating an
education tax credit, Student A is treated as
having paid only $1,000 ($3,000 tuition— $2,000
scholarship) in qualified tuition and related
expenses to University X.

Example 2. The facts are the same as in Ex-
ample 1, except that Student A reports the
entire scholarship as income on the student’s
federal income tax return. Since the full
amount of the scholarship may be applied to
expenses other than qualified expenses (room
and board) and Student A reports the schol-
arship as income, the exception in paragraph
(c)(3) of this section applies and the scholar-
ship is not treated as a qualified scholarship
excludable under section 117. Therefore, for
purposes of calculating an education tax
credit, Student A is treated as having paid
$3,000 of qualified tuition and related ex-
penses to University X.

Example 3. The facts are the same as in Ex-
ample 1, except that the terms of the scholar-
ship require it to be used to pay tuition.
Under paragraph (c)(3) of this section, the
scholarship is treated as a qualified scholar-
ship excludable under section 117. Therefore,
for purposes of calculating an education tax
credit, Student A is treated as having paid
only $1,000 ($3,000 tuition —$2,000 scholarship)
in qualified tuition and related expenses to
University X.

Example 4. The facts are the same as in Ex-
ample 1, except that the terms of the scholar-
ship require it to be used to pay tuition or
room and board charged by University X,
and the scholarship amount is $6,000. Under
the terms of the scholarship, Student A may
allocate the scholarship between tuition and
room and board in any manner. However, be-
cause room and board totals $5,000, that is
the maximum amount that can be applied
under the terms of the scholarship to ex-
penses other than qualified expenses and at
least $1,000 of the scholarship must be ap-
plied to tuition. Therefore, the maximum
amount of the exception under paragraph
(c)(3) of this section is $5,000 and at least
$1,000 is treated as a qualified scholarship ex-
cludable under section 117 ($6,000 scholar-
ship—$5,000 room and board). If Student A
reports $5,000 of the scholarship as income on
the student’s federal income tax return, then
Student A will be treated as having paid
$2,000 ($3,000 tuition—$1,000 qualified scholar-
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ship excludable under section 117) in quali-
fied tuition and related expenses to Univer-
sity X.

Example 5. The facts are the same as in Ex-
ample 1, except that in addition to the schol-
arship that University X awards to Student
A, University X also provides Student A with
an education loan and pays Student A for
working in a work/study job in the campus
dining hall. The loan is not excludable edu-
cational assistance within the meaning of
paragraph (c) of this section. In addition,
wages paid to a student who is performing
services for the payor are neither a qualified
scholarship nor otherwise excludable from
gross income. Therefore, Student A is not re-
quired to reduce her qualified tuition and re-
lated expenses by the amounts she receives
from the student loan or as wages from her
work/study job.

Example 6. In 1999, Student B pays Univer-
sity Y $1,000 in tuition for the 1999 Spring se-
mester. University Y does not require Stu-
dent B to pay any additional fees beyond the
$1,000 in tuition in order to enroll in classes.
Student B is an employee of Company Z. At
the end of the academic period and during
the same taxable year that Student B paid
tuition to University Y, Student B provides
Company Z with proof that he has satisfac-
torily completed his courses at University Y.
Pursuant to an educational assistance pro-
gram described in section 127(b), Company Z
reimburses Student B for all of the tuition
paid to University Y. Because the reimburse-
ment from Company Z is employer-provided
educational assistance that is excludable
from Student B’s gross income under section
127, the reimbursement reduces Student B’s
qualified tuition and related expenses.
Therefore, for purposes of calculating an
education tax credit, Student B is treated as
having paid no qualified tuition and related
expenses to University Y during 1999.

Example 7. The facts are the same as in Ex-
ample 6 except that the reimbursement from
Company Z is not pursuant to an educational
assistance program described in section
127(b), is not otherwise excludable from Stu-
dent B’s gross income, and is taxed as addi-
tional compensation to Student B. Because
the reimbursement is not excludable edu-
cational assistance within the meaning of
paragraph (c)(1) of this section, Student B is
not required to reduce his qualified tuition
and related expenses by the $1,000 reimburse-
ment he received from his employer. There-
fore, for purposes of calculating an education
tax credit, Student B is treated as paying
$1,000 in qualified tuition and related ex-
penses to University Y during 1999.

(d) No double benefit. Qualified tuition
and related expenses do not include
any expense for which a deduction is
allowed under section 162, section 222,
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or any other provision of chapter 1 of
the Internal Revenue Code.

(e) Timing rules—(1) In general. Except
as provided in paragraph (e)(2) of this
section, an education tax credit is al-
lowed only for payments of qualified
tuition and related expenses for an aca-
demic period beginning in the same
taxable year as the year the payment
is made. Except for certain individuals
who do not use the cash receipts and
disbursements method of accounting,
qualified tuition and related expenses
are treated as paid in the year in which
the expenses are actually paid. See
§1.461-1(a)(1).

(2) Prepayment rule—(i) In general. If
qualified tuition and related expenses
are paid during one taxable year for an
academic period that begins during the
first three months of the taxpayer’s
next taxable year (i.e., in January, Feb-
ruary, or March of the next taxable
yvear for calendar year taxpayers), an
education tax credit is allowed with re-
spect to the qualified tuition and re-
lated expenses only in the taxable year
in which the expenses are paid.

(ii) Example. The following example
illustrates the rule of this paragraph
(e)(2). In the example, assume that all
the requirements to claim an education
tax credit are met. The example is as
follows:

Example. In December 1998, Taxpayer A, a
calendar year taxpayer, pays College Z $1,000
in qualified tuition and related expenses to
attend classes during the 1999 Spring semes-
ter, which begins in January 1999. Taxpayer
A may claim an education tax credit only in
1998 for payments made in 1998 for the 1999
Spring semester.

(3) Expenses paid with loan proceeds.
An education tax credit may be
claimed for qualified tuition and re-
lated expenses paid with the proceeds
of a loan only in the taxable year in
which the expenses are paid, and may
not be claimed in the taxable year in
which the loan is repaid. Loan proceeds
disbursed directly to an eligible edu-
cational institution will be treated as
paid on the date the institution credits
the proceeds to the student’s account.
For example, in the case of any loan
issued or guaranteed as part of a Fed-
eral student loan program under title
IV of the Higher Education Act of 1965,
loan proceeds will be treated as paid on
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the date of disbursement (as defined in
34 CFR 668.164(a), revised as of July 1,
2002) by the eligible educational insti-
tution. If a taxpayer does not know the
date the institution credits the stu-
dent’s account, the taxpayer must
treat the qualified tuition and related
expenses as paid on the last date for
payment prescribed by the institution.

(4) Ezxpenses paid through third party
installment payment plans—(i) In gen-
eral. A ‘taxpayer, an eligible edu-
cational institution, and a third party
installment payment company may
enter into an agreement in which the
company agrees to collect installment
payments of qualified tuition and re-
lated expenses from the taxpayer and
to remit the installment payments to
the institution. If the third party in-
stallment payment company is the tax-
payer’s agent for purposes of paying
qualified tuition and related expenses
to the eligible educational institution,
the taxpayer is treated as paying the
qualified expenses on the date the com-
pany pays the institution. However, if
the third party installment payment
company is the eligible educational in-
stitution’s agent for purposes of col-
lecting payments of qualified tuition
and related expenses from the tax-
payer, the taxpayer is treated as pay-
ing the qualified expenses on the date
the taxpayer pays the company.

(ii) Example. The following example
illustrates the rule of this paragraph
(e)(4). The example is as follows:

Example. Student A, Company B, and Col-
lege C enter into a written agreement in
which Student A agrees to pay the tuition
required to attend College C in 10 equal
monthly installments to Company B. Under
the written agreement, Student A is not re-
lieved of her obligation to pay College C
until Company B remits the payments to
College C. Under the written agreement,
Company B agrees to disburse the monthly
installment payments to College C within 30
days of receipt. Because Company B acts as
Student A’s agent for purposes of paying
qualified expenses to College C, Student A is
treated as paying qualified expenses on the
date Company B disburses payments to Col-
lege C.

(f) Refund of qualified tuition and re-
lated expenses—(1) Payment and refund
of qualified tuition and related expenses
in the same tazxable year. With respect to
any student, the amount of qualified
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tuition and related expenses for a tax-
able year is calculated by adding all
qualified tuition and related expenses
paid for the taxable year, and sub-
tracting any refund of such expenses
received from the eligible educational
institution during the same taxable
year (including refunds of loan pro-
ceeds described in paragraph (f)(4) of
this section).

(2) Payment of qualified tuition and re-
lated expenses in one taxable year and re-
fund in subsequent taxable year before re-
turn filed for prior tazxable year. If, in a
taxable year, a taxpayer or someone
other than the taxpayer receives a re-
fund (including refunds of loan pro-
ceeds described in paragraph (f)(4) of
this section) of qualified tuition and
related expenses paid on behalf of a
student in a prior taxable year and the
refund is received before the taxpayer
files a federal income tax return for the
prior taxable year, the amount of the
qualified tuition and related expenses
for the prior taxable year is reduced by
the amount of the refund.

(38) Payment of qualified tuition and re-
lated expenses in one taxable year and re-
fund in subsequent taxable year—({) In
general. If, in a taxable year (refund
year), a taxpayer or someone other
than the taxpayer receives a refund (in-
cluding refunds of loan proceeds de-
scribed in paragraph (f)(4) of this sec-
tion) of qualified tuition and related
expenses paid on behalf of a student for
which the taxpayer claimed an edu-
cation tax credit in a prior taxable
year, the tax imposed by chapter 1 of
the Internal Revenue Code for the re-
fund year is increased by the recapture
amount.

(i1) Recapture amount. The recapture
amount is the difference in tax liabil-
ity for the prior taxable year (taking
into account any redetermination of
such tax liability by audit or amended
return) that results when the tax li-
ability for the prior year is calculated
using the taxpayer’s redetermined
credit. The redetermined credit is com-
puted by reducing the amount of the
qualified tuition and related expenses
taken into account in determining any
credit claimed in the prior taxable year
by the amount of the refund of the
qualified tuition and related expenses
(redetermined qualified expenses), and
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computing the allowable credit using
the redetermined qualified expenses
and the relevant facts and cir-
cumstances of the prior taxable year,
such as modified adjusted gross income
(redetermined credit).

(4) Refund of loan proceeds treated as
refund of qualified tuition and related ex-
penses. If loan proceeds used to pay
qualified tuition and related expenses
(as described in paragraph (e)(3) of this
section) during a taxable year are re-
funded by an eligible educational insti-
tution to a lender on behalf of the bor-
rower, the refund is treated as a refund
of qualified tuition and related ex-
penses for purposes of paragraphs (f)(1),
(2), and (3) of this section.

(5) Excludable educational assistance
received in a subsequent taxable year
treated as a refund. If, in a taxable year,
a taxpayer or someone other than the
taxpayer receives any excludable edu-
cational assistance (described in para-
graph (c)(1) of this section) for the
qualified tuition and related expenses
paid on behalf of a student during a
prior taxable year (or attributable to
enrollment at an eligible educational
institution during a prior taxable
year), the educational assistance is
treated as a refund of qualified tuition
and related expenses for purposes of
paragraphs (f)(2) and (3) of this section.
If the excludable educational assist-
ance is received before the taxpayer
files a federal income tax return for the
prior taxable year, the amount of the
qualified tuition and related expenses
for the prior taxable year is reduced by
the amount of the excludable edu-
cational assistance as provided in para-
graph (f)(2) of this section. If the ex-
cludable educational assistance is re-
ceived after the taxpayer has filed a
federal income tax return for the prior
taxable year, any education tax credit
claimed for the prior taxable year is
subject to recapture as provided in
paragraph (f)(3) of this section.

(6) Examples. The following examples
illustrate the rules of this paragraph
(f). In each example, assume that all
the requirements to claim an education
tax credit are met. The examples are as
follows:

Example 1. In January 1998, Student A, a
full-time freshman at University X, pays
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$2,000 for qualified tuition and related ex-
penses for a 16-hour work load for the 1998
Spring semester. Prior to beginning classes,
Student A withdraws from 6 course hours. On
February 15, 1998, Student A receives a $750
refund from University X. In September 1998,
Student A pays University X $1,000 to enroll
half-time for the 1998 Fall semester. Prior to
beginning classes, Student A withdraws from
a 2-hour course, and she receives a $250 re-
fund in October 1998. Student A computes
the amount of qualified tuition and related
expenses she may claim for 1998 by:

(i) Adding all qualified expenses paid dur-
ing the taxable year ($2,000 + 1,000 = $3,000);

(ii) Adding all refunds of qualified tuition
and related expenses received during the tax-
able year ($750 + $250 = $1,000); and, then

(iii) Subtracting paragraph (ii) of this Ex-
ample 1 from paragraph (i) of this Example 1
($3,000 —$1,000 = $2,000). Therefore, Student
A’s qualified tuition and related expenses for
1998 are $2,000.

Example 2. (i) In December 1998, Student B,
a senior at College Y, pays $2,000 for quali-
fied tuition and related expenses for a 16-
hour work load for the 1999 Spring semester.
Prior to beginning classes, Student B with-
draws from a 4-hour course. On January 15,
1999, Student B files her 1998 income tax re-
turn and claims a $400 Lifetime Learning
Credit for the $2,000 qualified expenses paid
in 1998, which reduces her tax liability for
1998 by $400. On February 15, 1999, Student B
receives a $500 refund from College Y.

(ii) Student B calculates the increase in
tax for 1999 by—

(A) Calculating the redetermined qualified
expenses for 1998 ($2,000 — $500 = $1,500);

(B) Calculating the redetermined credit for
the redetermined qualified expenses ($1,500 x
.20 = $300); and

(C) Calculating the difference in tax liabil-
ity for 1998 resulting from the redetermined
credit. Because Student B’s tax liability for
1998 was reduced by the full amount of the
$400 education tax credit claimed on her 1998
income tax return, the difference in tax li-
ability can be determined by subtracting the
redetermined credit from the credit claimed
in 1998 ($400—$300 = $100).

(iii) Therefore, Student B must increase
the tax on her 1999 federal income tax return
by $100.

Example 3. In September 1998, Student C
pays College Z $1,200 in qualified tuition and
related expenses to attend evening classes
during the 1998 Fall semester. Student C is
an employee of Company R. On January 15,
1999, Student C files a federal income tax re-
turn for 1998 claiming a Lifetime Learning
Credit of $240 (.20 x $1,200), which reduces
Student C’s tax liability for 1998 by $240. Pur-
suant to an educational assistance program
described in section 127(b), Company R reim-
burses Student C in February 1999 for the
$1,200 of qualified tuition and related ex-
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penses paid by Student C in 1998. The $240
education tax credit claimed by Student C
for 1998 is subject to recapture. Because Stu-
dent C paid no net qualified tuition and re-
lated expenses for 1998, the redetermined
credit for 1998 is zero. Student C must in-
crease the amount of Student C’s 1999 tax by
the recapture amount, which is $240 (the dif-
ference in tax liability for 1998 resulting
from the redetermined credit for 1998 ($0)).
Because the $1,200 reimbursement relates to
expenses for which the taxpayer claimed an
education tax credit in a prior year, the re-
imbursement does not reduce the amount of
any qualified tuition and related expenses
that Student C paid in 1999.

[T.D. 9034, 67 FR 78691, Dec. 26, 2002; 68 FR
15940, Apr. 2, 2003]

§1.28-0 Credit for clinical testing ex-
penses for certain drugs for rare
diseases or conditions; table of con-
tents.

In order to facilitate use of §1.28-1,
this section lists the paragraphs, sub-
paragraphs, and subdivisions contained
in §1.28-1.

(a) General rule.

(b) Qualified clinical testing expenses.

(1) In general.

(2) Modification of section 41(b).

(3) Exclusion for amounts funded by an-
other person.

(i) In general.

(ii) Clinical testing in which taxpayer re-
tains no rights.

(iii) Clinical testing in which taxpayer re-
tains substantial rights.

(A) In general.

(B) Drug by drug determination.

(iv) Funding for qualified clinical testing
expenses determinable only in subsequent
taxable years.

(4) Special rule governing the application
of section 41(b) beyond its expiration date.

(c) Clinical testing.

(1) In general.

(2) Definition of ‘“‘human clinical testing’’.

(3) Definition of ‘‘carried out under’’ sec-
tion 505(1).

(d) Definition and special rules.

(1) Definition of ‘‘rare disease or condi-
tion”.

(i) In general.

(ii) Cost of developing and making avail-
able the designated drug.

(A) In general.

(B) Exclusion of costs funded by another
person.

(C) Computation of cost.

(D) Allocation of common costs. Costs for
developing and making available the des-
ignated drug for both the disease or condi-
tion for which it is designated and one or
more other diseases or conditions.



