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PAPERWORK REDUCTION ACT SUBMISSION

Please read the instructions before completing this form. For additional forms or assistance in completing this form, contact your agency's
Paperwork Clearance Officer. Send two copies of this form, the collection instrument to be reviewed, the Supporting Statement, and any additional
documentation to: Office of Information and Regulatory Affairs, Office of Management and Budget, Docket Library, Room 10102,

725 17th Street, NW, Washington, DC 20503.

1. Agency/Subagency originating request: 2.
U.S. Department of Education

OMB control number:

Office of the Chief Financial Officer a.1875-0106 b.{ JNONE:__ _ _ __ -NEW
Grants Policy and Oversight Staff
3. Type of information collection {check one): 4. Type of review requested (check one):
a. [ ] New collection a. [X] Regular (if streamlined also check here g
b. [ ] Emergency - Approval requestedby: _ [/ /
b. [ ] Revision of a currently approved collection c. [ ] Delegated
5. Small entities:
c. [ ] Extension of a currently approved collection Will this information collection have a significant economic impact on a substantial
number of small entities? [ ] Yes [X] No

d. [X] Reinstatement, with change, of a previously =y "

approved collection for which approval has expired 6. Requested expiration date:

. . f

e. [ ] Reinstatement, without change, of a previously approved g‘ {X] Three years from approval date

collection for which approval has expired

f. [ ] Existing collection in use without an OMB control number

] Other—Specify: __ /[

7. Title (10-15 words maximum):
Application for Federal Education Assistance (AFEA)

8. Agency form number(s) (if applicable):
Not Applicable

9. Keywords:
Federal Education Financial Assistance

10. Abstract:

Need to collect information necessary for the processing of various Department of Education grant program’s application packets from State and Local _
educational agencies, institutions of higher education. Information is used by program offices to determine eligibility and facilitate in the disbursement of program

funds. i .
1. Affected Public (mark primary with "P” and all others that apply with "X") 12, Obligation to respond (Mark primary with "P" and all others that apply with
, xX):
a. [X] Individuals or households d. [ ] Fams
b. [ ) Businesses or other for-profit e. [ ] Federal Government a. [ ] Voluntary
c. [X] Not-for-profit institutions f. [P] State, local or Tribal Gov't, b. [P ] Required to obtain or retain benefits
SEAs or LEAs c. [ ] Mandatory
13.  Annual reporting and recordkeeping hour burden: 14. Annual reporting and recordkeeping cost burden (in thousands of dollars):
a. Number of respondents 17,000 a. Total annualized capital/startup costs 0
b. Total annual responses 17,000 b. Total annual costs (O&M) 0
Percentage of these responses c. Total annualized cost requested 0
Collected electronically 4% d. Current OMB inventory [¢]
c¢. Total annual hours requested 4,250 e. Difference (+/-) 0
d. Current OMB inventory 3,888 f. Explanation of difference 0
e. Difference (+/-) + 362 1. Program change 0
f. Explanation of difference 2. Adjustment _0
1. Program change 362
2. Adjustment
15.  Purpose of information collection (mark primary with "P" and all others that 16. Frequency of recordkeeping or reporting (check all that apply):
apply with "°X"): a. [ ] Recordkeeping b. { ] Third party disclosure
c. [ X] Reporting
a. [P ] Application for benefits e.[ ] Program planning or management
b. [X] Program evaluation f.{ ] Research 1. [ ] Onoccasion 2. [ ] Weekly 3. [ ]Monthly
c.[ ] General purpose statistics g.[ ] Regulatory or compliance 4. [ ] Quarterly 5. [ ] Semi-annually 6. [ X ] Annually
d.[ ] Audit 7. [ ] Biennially 8. [ ] Other (describe)
17. Statistical methods: 18. Agency contact (person who can best answer questions regarding the
Does this information collection employ statistical methods? [ ] Yes [ X] No content of this submission):
19.  Regulatory information (information provided in this block will be used to Name: Julie Laurel
improve the processing of the information collection): Phone No.: 202-205-8796
a.  Does this collection contain a proposed regulation?[ ]Yes [X ]No FaxNo.. 202-205-0667
If yes, check item that applies: Email: Julie_Laurel@ed.gov
[ INPRM [ JFinat { ]Other
b.  Listall sections that apply to this collection that have paperwork burden:

OMB-83-1 - ED/OCF&CIO/IMG Version
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20. Certification for Paperwork Reduction Act Submissions

On behalf of this federal agency, | certify that the collection of information encompassed by this request
complies with 5 CFR 1320.9.

NOTE:

The following is a surnmary of topics, regarding the proposed collection of information, that the certification covers:

(2)
(®)

(©)
(@

(e)
®

(®

()

@
)

The text of 5 CFR 1320.9, and the related provisions of 5 CFR 1320.8 (b)(3), appear at the

end of the instructions. The certification is to be made with reference to those requlatory

provisions as set forth in the instructions.

It is necessary for the proper performance of agency functions;

It avoids unnecessary duplication;

It reduces burden on small entities;

It uses plain, coherent, and unambiguous terminology that is understandable to respondents;

Its implementation will be consistent and compatible with current reporting and recordkeeping practices;

It indicates the retention periods for recordkeeping requirements;

It informs respondents of the informatin called for under 5 CFR 320.8 (b)(3)
(i.) Why the information is being collected;

(i.) Use of information;

(iii.) Burden estimate;

(iv.) Nature of response (voluntary, required for a benefit, or mandatory);

(v.) Need to display currently valid OMB control number;
It was developed by an office that has planned and allocated resources for the efficient and effective
management and use of information to be collected (see note in Item 19 of the instructions);
It uses effective and efficient statistical survey methodology; and

It makes appropriate use of information technology.

If you are unable to certify compliance with any of these provisions, identify the item below and explain
The reason in Item 18 of the Supporting Statgment

Signature of Senior Official or designee

v

a—/gnlma/\g/ | of- 2-0f

| certify that the information collection being submitted to the Senior Official, or designee, encompassed by this request
complies with 5 CFR 1320.9, as summarized above. (Assistant Secretary signature required for emergency reviews.)

For Department of Education Internal Use

Signature of Assistant Secretary or designee Date
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I. Request for OMB Review: SF 83-1




II. Supporting Statement




Supporting Statement for:
Application for Federal Education Assistance

A. Justification
1. Explain the circumstances that make the collection of information necessary. Identify any legal
or administrative requirements that necessitates the collection. Attach a copy of the appropriate
section of each statute and regulation mandating or authorizing the collection of information.

The Application for Federal Education Assistance (AFEA) is used for numerous Department of
Education (ED) discretionary, formula, and fellowship grant programs. The AFEA is necessary in that
it identifies applicants and provides important descriptive information which facilitates the grant-
making process. The proposed information collection instrument is based on current legislation and
regulations published to implement the legislation.

The statutory and regulatory requirements in determining Federal education grant assistance is found
in the Office of Management Budget (OMB) Circular A-102, A-110, and A-21. In addition, the
regulatory requirement for collecting information related to the “Protection of Human Subjects is in
34 CFR Part 97.

2. Indicate how, by whom, and for what purpose the information is to be used.. Except for a new
collection, indicate the actual use the agency has made of the information received from the -
current collection. Cout

The information is used by the Office of Postsecondary Education (OPE), Office of Elementary and
Secondary Education (OESE), Office of Special Education and Rehabilitative Services (OSERS),
Office of Vocational and Educational Assistance (OVAE), Office of Bilingual Education and Minority
Language Affairs (OBEMLA), Office of Educational Research and Improvement (OERI), and the
Office of the Chief Financial Officer (OCFO). The information collected on the AFEA is used to
register and identify applicants for federal educational assistance, and to administer the distribution of
the respective program funds, and to assign the PR/Award number. The information allows for
monitoring federal funds in order to eliminate fraud, waste, and mismanagement by capturing and
identifying applicant data. Furthermore, information collected on the AFEA such as identifiers (e.g.,
DUNS, project information, etc.) allows for the submission of any additional materials or data that
may be required to process the application. If the information collection is not conducted, program
funds could not be disbursed because of insufficient information necessary to verify applicant eligibil-
ity and other program requirements. Note: The proposed AFEA is not a new collection, but rather a
reinstatement (with changes) of a previously expired AFEA.




3. Describe whether, and to what extent, the collection of information involves the use of auto-
mated, electronic, mechanical, or other technological collection techniques or forms of informa-
tion technology (e.g., permitting electronic submission of responses, and the basis for the deci-
sion of adopting this means of collection). Also describe any consideration of using information
technology to reduce burden.

The revised AFEA complements the Department’s strategic plan element to increase the use of
technology in its work processes. More importantly, the National Performance Review encourages
Federal agencies to increase their use of technology to ease the burden on both the applicant and the
Federal government. With these two goals in mind, the Department has moved to both an automated
(GAPS) and electronic (e-grants) method of collecting and processing data to determine eligibility
for discretionary grants. ED’s e-application is a Pilot on-line application system that allows appli-
cants to apply on-line to a specially selected group of grants.

4. Describe efforts to identify duplication. Show specifically why any similar information already
available cannot be used or modified for use for the purposes described in item 2.

The SF-424 is the only potential source of partial duplication of information. However, no program
will use both the SF 424 and the AFEA. The AFEA is used by all ED’s discretionary grant program
offices, therefore, no duplication of information will exist from other sources. More importantly, the
AFEA contains elements which are unique to ED’s grant-making process and not contained on the
‘SF-424 For example in add1t10n to using the Taxpayer Identification Number (TIN) for the purpose -
" of conducting busmess with the Deépartment of Treasury, ED uses a unique nine-digit number
(DUNS) to 1dent1fy grant applicants. While not all applicants have TINS, all apphcants for dlscre— SRE
tlonary, formula and fellowshlp grants are given a DUNS ‘

o 5_'.‘;If the collectlon of mformatlon lmpacts small busmess or other small entltles (1tem 50fOMB -
L _"Form SF 83-1), descrlbe any methods used to minimize burden. ‘

The collection of information' df)es not involve small businesses.

6. Describe the consequences to Federal program or policy activities if the collection is conducted
less frequently, as well as any technical or legal obstacles to reducing burden.

The administration, determination and distribution of program funds could not be accomplished if
-the information was collected less frequently. The frequency of the application is mandated by the
respective legislative and program regulations.

In an effort to reduce redundancy, the ED has streamlined the separate continuation process for all of
the grant programs. An example of streamlining the AFEA to better serve the needs of the grantees is
to eliminate data elements that are not relevant in the grant application process or to eliminate data
elements that are contained in other databases. The ED has identified several data elements on the

current AFEA that will be eliminated.




......

7. Explain any special circumstances that would cause an information collection to be conducted
in a manner:

-requiring respondents to report information to the agency more often than quarterly;

-requiring respondents to prepare a written response to a collection of information in fewer than 30 days
after receipt of it;

-requiring respondents to submit more than an original and two copies of any document;

-requiring respondents to retain records, other than health, medical, government contract, grant-in-aid,
or tax records for more than three years;

-in connection with a statistical survey, that is not designed to produce vahd and reliable results that can
" be generalized to the universe of study;

-requiring the use of a statistical data classification that has not been reviewed and approved by OMB;

-that includes a pledge of confidentiality that is not supported by authority established in statute or

* ‘regulation,-that is not supported by disclosure and data security policies that are consistent with the
pledge, or which unnecessanly 1mpedes shanng of data w1th other agen01es for compatlble conﬁden-
t1a1 use; or - ' SO - '

s a—requlnng respondents fo submnit propnetary trade secrets; or* other confidential information unless thex
agency can,demonstrate that it hds instituted procedures to protect the 1nformat10n 'S conﬁdentlahty to
the extent permltted by law EERRE RO '

SRR L T

No collect1on conduct is inconsisterit with any of the above items.

8. If applicable, provide a copy and identify the date and page number of publication in the Federal
Register of the agency’s notice, required by 5 CFR 1320.8(d), soliciting:comments on the informa-
tion collection prior to submission to OMB. Summarlze public comments received in response to
that notice and describe actions taken by the agency in response to these comments. Specifically
address comments received on cost and hour burden.

Describe efforts to consult with persons outside the agency to obtain their views on the availability
of data, frequency of collection, the clarity of instruction and record keeping, disclosure, or report-
ing format (if any), and on the data elements to be recorded, disclosed, or reported.

Consultation with representatives of those from whom information is to be obtained or those who
must compile records should occur at least once every 3 years - even if the collection of information
activity is the same as in prior periods. There may be circumstances that may preclude consultation
in a specific situation. These circumstances should be explained.

While the Department did not directly consult with persons outside the agency to obtain their views on the
proposed instrument collection tool, the OCFO did consult with the representatives from OPE, OESE,
OSERS, OVAE, OBEMLA, and OERI in both the headquarters and the regional offices. The comments
and recommendations received by the various program offices, represented, for the most part, concerns
raised by the community regarding the complexity of the previous instrument collection tool.




9. Explain any decision to provide any payment or gift to respondents, other than renumeration of
contractors or grantees.

No payments or gifts are provided to respondents.

10. Describe any assurance of confidentiality provided to respondents and the basis for the assurance
in statute, regulations, or agency policy.

The information provided is used in line with the Privacy Act Notice in the Federal Register on the ED’s
Financial Management Information System 18-11-0027. The information is disclosed under the cir-
cumstances necessary to administer the programs for which the information is being collected.

11. Provide additional justification for any questions of a sensitive nature, such as sexual behavior
and attitudes, religious beliefs, and other matters that are commonly considered private. This
justification should include the reasons why the agency considers the questions necessary, the
specific uses to be made of the information, the explanation to be given to persons from whom the
information is requested, and any steps to be taken to obtain their consent.

No questions of a sensitive nature are included on the AFEA.

12. Provide estimates of the hour burden of the colleetion of information. The statement should:

-Indicate the number of respondents, frequency of response, annual hour burden, and an expla- -
nation of how the burden was estimated. Unless directed to do so, agencies should not conduct::
specnal surveys to obtam lnformatlon on whlch to base hour burden estlmates > Consultatlon w1th £

is expected to vary widely because of differences in actmty, size, or complexnty; show the rangé of
 estimated hour burden, and explain the reasons for the variance. Generally, estlmates should nott |
include burden hours for customary and usual business practices. it g e

Table 1
Respondent’s Hour Burden

: E Number of : » Freq.of - Hours perl/ Annual
Type of Grant Respondents B Responses Response , . Burden
Discretionary 14,110 1 25 3,528
Formula 1,530 1 25 383
Fellowships 1,360 1 25 109
Total Annual 17,000 1

) 25 4,250
Hour Burden :

-If this request for approval covers more than one form, provide separate hour burden estimates
for each form and aggregate the hour burdens in Item 13 of OMB Form 83-I.

1/ The hours per response is estimated to be .25 of an hour which equates to 15 minutes.




-Provide estimates of annualized cost to respondents of the hour burdens for collections of infor-
mation, identifying and using appropriate wage rate categories. The cost of contracting out or
paying outside parties for information collection activities should not be included here. Instead,
this cost should be included in Item 14.

Table 2
Respondent’s Annualized Cost
"Respondent’s Hours per Cost to Respondent
Hourly Wage Response per Response
$25.47 2 25 $6.37

PR

13. Provide an estimate of the total annual cost burden to respondents or record keepers resulting

from the collection of information. (Do not include the cost of any hour burden shown in Items 12
and 14.) '

-The cost estimate should be split into two components: (a) a total capital and start-up.cost compo-
nent (annualized over its expected useful life); and (b) a total operation and maintenance and
Jpurchase of services component. The estimates should take into account costs associated with
generating, maintaining, and disclosing or prov1d1ng the information. Include descriptions of
" methods used to estimate major cost factors including system and technology acqulsmon, expected-

,‘,useful hfe of capital equxpment the dlscount rate(s), ‘and the time perlod over ‘which costs w,lll :be»
i mcurred Capltal and start-up costs mclude, among other items; preparatlonfs for collectmg mforr

matlon sﬁch as purchasmg computers and Isoftwa & niomtorlng, sarnpllng; drlllmg and testmg

equlpment and record storage facllltles e Q8 A _ Gerenn a0y UERE G

Hleyedeyd . ESTONE SRIRTRER 3 Lo

-If cost estimates are expected to vary widely, agencies should present ranges of cost burdens and
explain the reasons for the variance. The cost of contracting out information collection services

- should be a part of this cost burden estimate. In developing cost burden estimates, agencies may

consult with a sample of respondents (fewer than 10), utilize the 60-day pre-OMB submission
public comment process and use existing economic or regulatory impact analysis associated with
the rulemaking containing the information collection, as appropriate.

-Generally, estimates should not include purchases of equipment or services, or portions thereof,
made: (1) prior to October 1, 1995, (2) to achieve regulatory compliance with requirements not
associated with the information collection, (3) for reasons other than to provide information or
keep records for the government, or (4) as part of customary and usual business or private prac-
tices.

No start-up, maintenance, and purchase of services costs will be incurred by the respondents.

2/ The hourly rate of $25.47 is based on the 2001 General Pay Schedule of a GS-12, Step 1.




14. Provide estimates of annualized cost to the Federal government. Also, provide a description of
the method used to estimate cost, which should include quantification of hours, operational ex-
penses (such as equipment, overhead, printing, and support staff), and any other expense that
would not have been incurred without this collection of information. Agencies also may aggre-
gate cost estimates from Items 12, 13, and 14 in a single table.

Table 3-A
AFEA Development Cost
Hourly Rate # of Hours Total Cost
$25.47 40 $1,019
Table 3-B
AFEA Printing Cost
# of Applications Per Unit Cost Total Cost
5,000 ‘ v .04 $200
G o , 445 Table 3-C
: ‘ ' . : Processing Cost
patiflve Ry AR O R I ,3} POt R . o it .
... - .. #of Applications: .’ ...~ Per Unit Cost ™" ~Total Cost = = .. aoes oo oo

R R _ "‘Tabl_e3ézb S e ' .
R i 77 AFEAData‘Entry Cost = : ;

# of Applications : Per Unit Cost .. Total Cost
. 17,000 . 1197 $20,341

Table 3-E
AFEA Total Annualized Cost

Cost
Category Costs

3-A. Development $1,019
3-B. Printing $200

3-E. Processing $2,193
3-D. Data Entry $20,341
Total $23,753

3/ The per unit cost is based on the 2001 hourly rate of a GS-7 ($14.36) times the estimated cost of processing the application (.129).

4/ The per unit cost is based on the 2001 General Pay Schedule of a GS-7, Step 1 ($14.36). It is estimated to take approximately 5 minutes per application to
enter the data. The per unit rate is the hourly rate of $14.36 divided by the number of minutes in an hour (60) = .2393. To determine the per unit cost multiply
the per minute rate of .2393 by the number of minutes (5) it will take to enter the information for one respondent (1.197).




ARE e B

15. Explain the reasons for any program changes or adjustments reported in Items 13 or 14 of the
OMB Form 83-1.

No program changes occurred.

16. For collections of information whose results will be published, outline plans for tabulation and
publication. Address any complex analytical techniques that will be used. Provide the time sched-
ule for the entire project, including beginning and ending dates of the collection of information,
completion of report, publication dates, and other actions.

No plans exist to publish information collected for statistical use.

17. If seeking approval to not display the expiration date for OMB approval of the lnformatlon collec-
tion, explain the reasons that display would be inappropriate.

Not seeking approval for omission of expiration date.

a

-18. Explam each .exceptlon to the certlﬁcatlon statement identified in- Item 20,,$‘Certlﬁcatlon for Pa-*~
P pex:work.Reductwn Act Submnssnons, of‘OMB Form 83:I. DR PR SR ST WD B! TS

Not seeklng any exceptlons to the certlﬁcatlon statement ‘ T L E U I P T IS

B Collectlons of Informatlon Employmg Statlstlcal Methods

The agency should be prepared to ]llStlfy its decision not to use statlstlcal methods in any case
where such methods might reduce burden or improve accuracy of results. When item 17 on Form
OMB 83-1 is checked “Yes,” the following documentation should be included in the Supporting
Statement to the extent that it applies to the methods proposed:

1. Describe the potential respondent universe (including a numerical estimate) and any sampling or
other respondent selection method to be used. Data on the number of entities (e.g., establishments,
state and local government units, households, or persons) in the universe covered by the collection
and in the corresponding sample are to be provided in tabular form for the universe as a whole and
for each of the strata in the proposed sample. Indicate expected response rates for the collection as
a whole. If the collection had been conducted previously, include the actual response rate achieved
during the last collection.

Collection of information will not be used for statistical purposes.

T




2. Describe the procedures for the collection of information, including:

-Statistical methodology for stratification and sample selection.

-Estimation procedure.
-Degree of accuracy needed for the purpose described in the justification.

-Unusual problems requiring specialized sampling procedures, and

-Any use of periodic (less frequent than annual) data collection cycles to reduce burden.

Collection of information will not be used for statistical purposes.

3. Describe methods to maximize response and to deal with issues of non-response. The accuracy
and reliability of information collected must be shown to be adequate for intended uses. For
collections based on sampling, a special justification must be provided for any collection that will
not yield “reliable” data that can be generalized to the universe studied. t

;. n order to max1mlze responses a,nd address issues of non-responses, the questlons and instructions are
. f N succmct and clear Where a quegtlon is self-explanatory, no add1t10na1 1nstruct10ns are necessp.ry,"therej
" fore, no 1nstruct10ns are provrded This method minimizes the need for an ‘applicant to readunneces-*. P
sarylnstructlons P U SPR . L

4. Describe any tests of procedures or methods to be undertaken. Testing is encouraged as an
effective means of refining collections of information to minimize burden and.improve utility. -
Tests must be approved if they call for answers to identical questions from 10 or more respon-
dents. A proposed test or set of tests may be submitted for approval separately or in combination
with the main collection of information.

For this submission, no tests of procedures or methods will be undertaken.

5. Provide the name and telephone number of individuals consulted on statistical aspects of the
design and the name of the agency unit, contractor(s), grantee(s), or other persons who will actu-
ally collect and/or analyze the information for the agency.

The AFEA is a data collection tool that will be used to facilitate in the determination of eligibility for the
various ED discretionary grant programs. The AFEA is not designed as a data collection tool for the
purpose of conducting statistical analysis.




Application for Federal
Education Assistance

Note: If available, please provide U.S. Department of Education

application package on diskette Form Approved

and specify the file format OMB No. 1873-0106
pecity 0 Exp. 06/30/2001

Applicant Information

1. Name and Address Organizational Unit
Legal Name:
Address:
City State County ZIP Code + 4
2. Applicant’s D-U-N-SNumber: || | | | | | | | | 6. Is the applicant delinquent on any Federal debt? __Yes _ No

(If “Yes,” attach an explanation.)
3. Applicant’s T-I-N || f-1 | | | | | | |

Title:
4. Catalog of Federal Domestic Assistance #: 84. | | | | =2
5. Project Director: 7. Type of Applicant (Enter appropriate letter in the box.) {___|
Address: A - State H - Independent School District
B - County [ - Public College or University
C - Municipal J - Private, Non-Profit College or University
Cit State 7ip code + 4 D - Township K - Indian Tribe
Tely #: ( ) } Fax #: ( )p R E - Interstate L - Individual
o ——— : F - Intermunicipal M - Private, Profit-Making Organization
G - Special District N - Other (Specify):
E-Mail Address: e T w-i«»mw L .( pectly

vt e
L o,

“vicren B Novice Applicant ___Yes No

Application Information e e

9. Type of Submission: 12. Are any research activities involving human subjects planned at
-PreApplication -Application any time during the proposed project period? ____ Yes No
__Construction ____Construction a. If“Yes,” Exemption(s) #:  b. Assurance of Compliance #:
____Non-Construction  __ Non-Construction

OR
10. Is application subject to review by Executive Order 12372 process?
___ Yes (Date made available to the Executive Order 12372 ¢. IRB approval date: ____FullIRBor
process for review): / / Expedited Review

13. Descriptive Title of Applicant’s Project:

No (If “No,” check appropriate box below.)
Program is not covered by E.O. 12372.
Program has not been selected by State for review.

11. Proposed Project Dates: / / / /
Start Date: End Date:

Estimated Funding Authorized Representative Information

15. To the best of my knowledge and belief, all data in this preapplication/application are true
14a. Federal $ .00 and correct. The document has been duly authorized by the governing body of the applicant
b. Applicant $ .00 and the applicant will comply with the attached assurances if the assistance is awarded.
c. State $ .00  a. Typed Name of Authorized Representative
d. Local $ .00
e. Other $ .00 b. Title:
f. Program Income $ .00 ¢ Tel #:( ) - Fax #: ( ) -

d. E-Mail Address:
g. TOTAL $ .00 e Signature of Authorized Representative

ED 424 (rev 11/12/99) Date:_ / /




9.

. Legal Name and Address.

. Tax Identification Number.

Instructions for ED 424

Enter the legal name of appli-
cant and the name of the primary organizational unit which
will undertake the assistance activity.

. D-U-N-S Number. Enter the applicant’s D-U-N-S Number.

If your organization does not have a D-U-N-S Number, you
can obtain the number by calling 1-800-333-0505 or by
completing a D-U-N-S Number Request Form. The form
can be obtained via the Internet at the following URL:
http://www.dnb.com.

Enter the tax identification
number as assigned by the Internal Revenue Service.

. Catalog of Federal Domestic Assistance (CFDA) Num-

ber. Enter the CFDA number and title of the program under
which assistance is requested.

. Project Director. Name, address, telephone and fax num-

bers, and e-mail address of the person to be contacted on
matters involving this application.

. Federal Debt Delinquency. Check “Yes” if the applicant’s

organization is delinquent on any Federal debt. (This ques-
tion refers to the applicant’s organization and not to the per-
son who signs as the authorized representative. Categories
of debt include delinquent audit disallowances, loans and
taxes.) Otherwise, check “No.”

. Type of Applicant. Enter the appropriate letter in the box

provided.

. Novice Applicant. Check “Yes” only if assistance is being

requested under a program that gives special consideration
to novice applicants and you meet the program requirements
for novice applicants. By checking “Yes” the applicant cer-
tifies that it meets the novice applicant requirements speci-
fied by ED. Otherwise, check “No.”

Type of Submission. Self-explanatory.

10. Executive Order 12372. Check “Yes” if the application

11.

12.

is subject to review by Executive Order 12372. Also, please
enter the month, date, and four (4) digit year (e.g,
12/12/2000). Applicants should contact the State Single
Point of Contact (SPOC) for Federal Executive Order 12372
to determine whether the application is subject to the State
intergovernmental review process. Otherwise, check “No.”

Proposed Project Dates. Please enter the month, date, and
four (4) digit year (e.g., 12/12/2000).

Human Subjects. Check “Yes” or “No”. If research ac-
tivities involving human subjects are not planned at any
time during the proposed project period, check “No.” The
remaining parts of item 12 are then not applicable.

If research activities involving human subjects, whether or
not exempt from Federal regulations for the protection of
human subjects, are planned at any time during the pro-
posed project period, either at the applicant organization or
at any other performance site or collaborating institution,

13.

14.

check “Yes.” If all the research activities are designated to
be exempt under the regulations, enter, in item 12a, the ex-
emption number(s) corresponding to one or more of the six
exemption categories listed in “Protection of Human Sub-
jects in Research” attached to this form. Provide sufficient
information in the application to allow a determination that
the designated exemptions in item 12a, are appropriate.
Provide this narrative information in an “Item
12/Protection of Human Subjects Attachment” and in-
sert this attachment immediately following the ED 424
face page. SKkip the remaining parts of item 12.

If some or all of the planned research activities involving
human subjects are covered (nonexempt), skip item 12a and
continue with the remaining parts of item 12, as noted be-
low. In addition, follow the instructions in “Protection of
Human Subjects in Research” attached to this form to
prepare the six-point narrative about the nonexempt activi-
ties. Provide this six-point narrative in an “Item
12/Protection of Human Subjects Attachment” and in-
sert this attachment immediately following the ED 424
face page.

If the applicant organization has an approved Multiple
Project Assurance of Compliance on file with the Grants
Policy and Oversight Staff (GPOS), U.S. Department of
Education, or with the Office for Protection from Research
Risks (OPRR), National Institutes of Health, U.S. Depart-
ment of Health and Human Services, that covers the specific
activity, enter the Assurance number in item 12b and the
date of approval by the Institutional Review Board (IRB) of
the proposed activities in item 12c. This date must be no
earlier than one year before the receipt date for which the
application is submitted and must include the four (4) digit
year (e.g., 2000). Check the type of IRB review in the ap-
propriate box. An IRB may use the expedited review pro-
cedure if it complies with the requirements of 34 CFR
97.110. If the IRB review is delayed beyond the submission
of the application, enter “Pending” in item 12¢. If your ap-
plication is recommended/selected for funding, a follow-up
certification of IRB approval from an official signing for the
applicant organization must be sent to and received by the
designated ED official within 30 days after a specific formal
request from the designated ED official. If the applicant
organization does not have on file with GPOS or OPRR an
approved Assurance of Compliance that covers the pro-
posed research activity, enter “None” in item 12b and skip
12c. In this case, the applicant organization, by the signa-
ture on the application, is declaring that it will comply with
34 CFR 97 within 30 days after a specific formal request
from the designated ED official for the Assurance(s) and
IRB certifications.

Project Title. Enter a brief descriptive title of the project.
If more than one program is involved, you should append an
explanation on a separate sheet. If appropriate (e.g., con-
struction or real property projects), attach a map showing
project location. For preapplications, use a separate sheet to
provide a summary description of this project.

Estimated Funding. Amount requested or to be contributed
during the first funding/budget period by each contributor.




Additions and Deletions




Additions and Deletions:

--Additions:
None

5
--Deletions: i
Deleted Novice Applicant--item(#7 ¢z
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Appéndix A-Application for Fedeeral Education Assistance




U.S. Department of Education
Form Approved

Application for Federal

. ) : OMB No. 1875-0106
E ducation A ssistance e Exp. 06/30/2004
Applicant Information
1. Name and Address Organizational Unit
Legal Name: ‘
Address: 1
City State County ZIP Code + 4
, ]
2. Applicant’s D-U-N-S Number | 1 l l I ‘ I \ } 6. Is the applicant delinquent on any Federal debt? U ves Lo

(If “Yes,” attach an explanation.)

3. Applicant’s T-I-N '

4. Catalog of Federal Domestic Assistance #: 8 4 l

5. Project Director:

Title:

7. Type of Applicant (Enter appropriate letter in the box.)

Address: A State H Independent School District
G - B County 1 Public College or University
ity State ZIP Code + 4 C Municipal J Private, Non-Profit College or University
D Township K Indian Tribe
Tel. #: ( ) - Fax #: ( ) - E Interstate L Individual
E-Mail Address: F Intermunicipal M Private, Profit-Making Organization
G Special District N Other (Specify):
Application Information
8. Type of Submission: 11. Are any research activities involving human subjects planned at any
L Lo time during the proposed project period? Clyes [nNo
—PreApplication —Application . .
- a. If “Yes,” Exemption(s) #: - b. Assurance of Compliance #:
U Construction D Construction :
] Non-Construction U Non-Construction OR
9. Is application subject to review by Executive Order 12372 process? -
O ves (Date made available to the Executive Order 12372 c. IRB approval date: ] Full IRB or
process for review): / / D Expedited Review
[} No (1 “No,” check appropriate box below,) 12. Descriptive Title of Applicant’s Project: ‘

D Program is not covered by E.O. 12372.
D Program has not been selected by State for review.

Start Date: End Date:
10. Proposed Project Dates: / / / /
Estimated Funding Authorized Representative Information
13a. Federal $ 00 14. To the best of my knowledge and belief, all data in this preapplication/application are true |
a. Teder . and correct. The document has been duly authorized by the governing body of the applicant
and the applicant will comply with the attached assurances if the assistance is awarded.
b. Applicant $ .00 p -
a. Typed Name of Authorized Representative
c. State $ .00
b. Title
d. Local $ .00
e. Other $ .00 ¢ Tel.#: ( ) - Fax #: ( ) -
d. E-Mail Address:
f. ProgramIncome $ .00
g. TOTAL $ .00 e. Signature of Authorized Representative Date:_ /__/ -~

TN ATYA



1.

10.

11.

Instructions

Legal Name and Address. Enter the legal name of applicant and the
name of the primary organizational unit which will undertake the assis-
tance activity.

. D-U-N-S Number. Enter the applicant’s D-U-N-S Number. If your

organization does not have a D-U-N-S Number, you can obtain the
number by calling 1-800-333-0505 or by completing a D-U-N-S Num-
ber Request Form. The form can be obtained via the Internet at the
following URL: http://www.dnb.com.

. Taxpayer Identification Number. Enter the taxpyers’s identifica-

tion number as assigned by the Internal Revenue Service.

. Catalog of Federal Domestic Assistance (CFDA) Number. Enter

the CFDA number and title of the program under which assistance is
requested.

. Project Director. Name, address, telephone and fax numbers, and e-

mail address of the person to be contacted on matters involving this
application.

. Federal Debt Delinquency. Check “Yes” if the applicant’s organi-

zation is delinquent on any Federal debt. (This question refers to the
applicant’s organization and not to the person who signs as the autho-
rized representative. Categories of debt include delinquent audit dis-
allowances, loans and taxes.) Otherwise, check “No.”

. Type of Applicant. Enter the appropriate letter in the box provided.

. Type of Submission. Self-explanatory.

. Executive Order 12372. Check “Yes” if the application is subject tob

review by Executive Order 12372. Also, please enter the month, date,
and four (4) digit year (e.g., 12/12/2001). Applicants should contact
the State Single Point of Contact (SPOC) for Federal Executive Order

‘12372 to determine whether the application is subject to the State

intergovernmental review process. Otherwise, check “No.”

Proposed Project Dates. Please enter the month, date, and four (4)
digit year (e.g., 12/12/2001).

Human Subjects. Check “Yes” or “No”. Ifresearch activities involv-
ing human subjects are not planned at any time during the proposed
project period, check “No.” The remaining parts of item 11 are
then not applicable.

If research activities involving human subjects, whether or not exempt
from Federal regulations for the protection of human subjects, are
planned at any time during the proposed project period, either at the
applicant organization or at any other performance site or collaborat-
ing institution, check “Yes.” If all the research activities are desig-
nated to be exempt under the regulations, enter, in item 1 1a, the exemp-
tion number(s) corresponding to one or more of the six exemption
categories listed in “Protection of Human Subjects in Research”
attached to this form. Provide sufficient information in the application
to allow a determination that the designated exemptions in item 11a,
are appropriate. Provide this narrative information in an “Item
11/Protection of Human Subjects Attachment” and insert this
attachment immediately following the ED 424 face page. Skip
the remaining parts of item 11.

If some or all of the planned research activities involving human
subjects are covered (nonexempt), skip item 1 1a and continue with the
remaining parts of item 11, as noted below. In addition, follow the
instructions in “Protection of Human Subjects in Research” at-
tached to this form to prepare the six-point narrative about the nonex-

for

12.

13.

14.

ED 424

empt activities. Provide this six-point narrative in an “Item 11/ |

Protection of Human Subjects Attachment” and insert this at-
tachment immediately following the ED 424 face page.

If the applicant has an approved Federal-wide or Multiple Project
Assurance of Compliance on file with the Office for Human Re-
search Protections (OHRP), U.S. Department of Health and Human
Services, that covers the specific activity, enter the Assurance number
initem 11b. Institutional Review Board (IRB) approval is not required
when the application is filed. However, if the IRB has approved the
proposed activities, enter the IRB approval date in item 1 1¢ and check
the type of IRB review, full or expedited, in the appropriate box. (An
IRB may use the expedited review procedure if it complies with the
requirements of 34 CFR 97.110.) If the IRB review is pending, enter
“Pending” in item 11c. Ifthe application is recommended/selected for

funding, the designated ED official will request that the applicant send

the IRB approval(s) within 30 days after the specific formal request.

If the applicant does not have an approved Assurance of Compli- E

ance that covers the proposed research activity, enter “None” in item
11b and skip 11c. In this case, the applicant, by the signature on the
application, is declaring that it will comply with 34 CFR 97 within 30
days after a specific formal request from the designated ED official for
the Assurance(s) and IRB certifications.

Project Title. Enter a brief descriptive title of the project. If more
than one program is involved, you should append an explanation on a
separate sheet. If appropriate (e.g., construction or real property
projects), attach a map showing project location. For preapplications,

. -use a separate sheet to provide a summary description of this project.

Estimated Funding. Amount requested or to be contributed during
the first funding/budget period by each contributor. Value of in-kind
contributions should be included on appropriate lines as applicable.
If the action will result in a dollar change to an existing award, indicate
only the amount of the change. For decreases, enclose the amounts in
parentheses. If both basic and supplemental amounts are included,
show breakdown on an attached sheet. For multiple program funding,
use totals and show breakdown using same categories as item 13.

Certification. To be signed by the authorized representative of the
applicant. A copy of the governing body’s authorization for you to
sign this application as official representative must be on file in the
applicant’s office.

Be sure to enter the telephone and fax number and e-mail address of the
authorized representative. Also, in item 14e, please enter the month,
date, and four (4) digit year (e.g., 12/12/2001) in the date signed field.

LPaperwork Burden Statement)

According to the Paperwork Reduction Act of 1995, no persons are
required to respond to a collection of information unless such collec-
tion displays a valid OMB control number. The valid OMB control
number for this information collection is 1875-0106. The time re-
quired to complete this information collection is estimated to average
between 15 and 45 minutes per response, including the time to review
instructions, search existing data resources, gather the data needed, and
complete and review the information collection. If you have any
comments concerning the accuracy of the estimate(s) or sugges-
tions for improving this form, please write to: U.S. Department of
Education, Washington, D.C. 20202-4651. If you have comments or
concerns regarding the status of your individual submission of
this form write directly to: Joyce I. Mays, Application Control
Center, U.S. Department of Education, 7th and D Streets, S.W. ROB-
3, Room 3633, Washington, D.C. 20202-4725.




PROTECTION OF HUMAN SUBJECTS IN RESEARCH

(Attachment to ED 424)
XU

I. Instructions to Applicants about the Narrative
Information that Must be Provided if Research
Activities Involving Human Subjects are Planned

If you marked item 11 on the application “Yes” and
designated exemptions in 11a , (all research activi-
ties are exempt), provide sufficient information in
the application to allow a determination that the desig-
nated exemptions are appropriate. Research involving
human subjects that is exempt from the regulations is
discussed under II.B. “Exemptions,” below. The
Narrative must be succinct. Provide this informa-
tion in an “Item 11/Protection of Human Subjects
Attachment” and insert this attachment immedi-
ately following the ED 424 face page.

If you marked “Yes” to item 11 on the face page, and
designated no exemptions from the regulations (some
or all of the research activities are nonexempt),
address the following six points for each nonexempt
activity. In addition, if research involving human sub-
jects will take place at collaborating site(s) or other per-
formance site(s), provide this information before dis-
cussing the six points. Although no specific page limi-
tation applies to this section of the application, be suc-
cinct. Provide the six-point narrative and discussion of
other performance sites in an “Item 11/Protection of
Human Subjects Attachment” and insert this at-
tachment immediately following the ED 424 face

page.

(1) Provide a detailed description of the proposed in-
volvement of human subjects. Describe the character-
istics of the subject population, including their antici-
pated number, age range, and health status. Identify
the criteria for inclusion or exclusion of any subpopula-
tion. Explain the rationale for the involvement of spe-
cial classes of subjects, such as children, children with
disabilities, adults with disabilities, persons with mental
disabilities, pregnant women, prisoners, institutionalized
individuals, or others who are likely to be vulnerable.

(2) Identify the sources of research material obtained
from individually identifiable living human subjects in
the form of specimens, records, or data. Indicate
whether the material or data will be obtained specifi-
cally for research purposes or whether use will be made
of existing specimens, records, or data.

(3) Describe plans for the recruitment of subjects and
the consent procedures to be followed. Include the
circumstances under which consent will be sought and

obtained, who will seek it, the nature of the information to
be provided to prospective subjects, and the method of docu-
menting consent. State if the Institutional Review Board
(IRB) has authorized a modification or waiver of the ele-
ments of consent or the requirement for documentation of
consent.

(4) Describe potential risks (physical, psychological, social,
legal, or other) and assess their likelihood and seriousness.
Where appropriate, describe alternative treatments and pro-
cedures that might be advantageous to the subjects.

(5) Describe the procedures for protecting against or mini-
mizing potential risks, including risks to confidentiality, and
assess their likely effectiveness. Where appropriate, dis-
cuss provisions for ensuring necessary medical or profes-
sional intervention in the event of adverse effects to the
subjects. Also, where appropriate, describe the provisions
for monitoring the data collected to ensure the safety of
the subjects. ’

(6) Discuss why the risks to subjects are reasonable in
relation to the anticipated benefits-to subjects and in rela-
tion to the importance of the knowledge that may reason-
ably be expected to result. i

§II.Information on Research Activities
Involving Human Subjects '

A. Definitions.

A research activity involves human subjects if the activity
is research, as defined in the Department’s regulations, and
the research activity will involve use of human subjects, as
defined in the regulations.

—Is it a research activity?

The ED Regulations for the Protection of Human Subjects,
Title 34, Code of Federal Regulations, Part 97, define re-
search as “a systematic investigation, including research
development, testing and evaluation, designed to develop
or contribute to generalizable knowledge.” If an activity
follows a deliberate plan whose purpose is to develop
or contribute to generalizable knowledge, such as an
exploratory study or the collection of data to test a hy-
pothesis, it is research. Activities which meet this defini-
tion constitute research whether or not they are conducted
or supported under a program which is considered research
for other purposes. For example, some demonstration and
service programs may include research activities.



—Is it a human subject?

The regulations define human subject as “a living individual
about whom an investigator (whether professional or stu-
dent) conducting research obtains (1) data through inter-
vention or interaction with the individual, or (2) identifiable
private information.” (1) If an activity involves obtain-
ing information about a living person by manipulat-
ing that person or that person’s environment, as might
occur when a new instructional technique is tested, or
by communicating or interacting with the individual,
as occurs with surveys and interviews, the definition
of human subject is met. (2) If an activity involves
obtaining private information about a living person
in such a way that the information can be linked to
that individual (the identity of the subject is or may be
readily determined by the investigator or associated
with the information), the definition of human subject
is met. [Private information includes information about
behavior that occurs in a context in which an individual
can reasonably expect that no observation or recording is
taking place, and information which has been provided for
specific purposes by an individual and which the individual
can reasonably expect will not be made public (for ex-
ample, a school health record).]

B. Exemptions.

Research activities in which the only involvement of hu-
man subjects will be in one or more of the following six
categories of exemptions are not covered by the regula-
tions: ’ :

(1) Research conducted in established or commonly ac-
cepted educational settings, involving normal educational
practices, such as (a) research on regular and special edu-
cation instructional strategies, or (b) research on the ef-
fectiveness of or the comparison among instructional tech-
niques, curricula, or classroom management methods.

(2) Research involving the use of educational tests (cog-
nitive, diagnostic, aptitude, achievement), survey proce-
dures, interview procedures or observation of public be-
havior, unless: (a) information obtained is recorded in such
a manner that human subjects can be identified, directly
or through identifiers linked to the subjects; and (b) any
disclosure of the human subjects’ responses outside the
research could reasonably place the subjects at risk of
criminal or civil liability or be damaging to the subjects’
financial standing, employability, or reputation. If the sub-
Jects are children, this exemption applies only to re-
search involving educational tests or observations of

public behavior when the investigator(s) do not partici- |
pate in the activities being observed. [Children are de-
fined as persons who have not attained the legal age for |
consent to treatments or procedures involved in the research, |
under the applicable law or jurisdiction in which the research |
will be conducted.]

(3) Research involving the use of educational tests (cogni- |
tive, diagnostic, aptitude, achievement), survey procedures,
interview procedures or observation of public behavior that |
is not exempt under section (2) above, if the human sub- |
jects are elected or appointed public officials or candidates |
for public office; or federal statute(s) require(s) without |
exception that the confidentiality of the personally identifi- |
able information will be maintained throughout the research |
and thereafter.

(4) Research involving the collection or study of existing
data, documents, records, pathological specimens, or diag- |
nostic specimens, if these sources are publicly available or
if the information is recorded by the investigator in a man- |
ner that subjects cannot be identified, directly or through |
identifiers linked to the subjects. ’

(5) Research and demonstration prbjects which are con- |

-~ ducted by or subject to the approval of department or agency

heads, and which are designed to study, evaluate, or other- |
wise examine: (a) public benefit or service programs; (b)
procedures for obtaining benefits or services under those |
programs; (c) possible changes in or alternatives to those !
programs or procedures; or (d) possible changes in meth- |
ods or levels of payment for benefits or services under those |
programs. ' |

(6) Taste and food quality evaluation and consumer accep- |
tance studies, (a) if wholesome foods without additives are |
consumed or (b) if a food is consumed that contains a food |
ingredient at or below the level and for a use found to be |
safe, or agricultural chemical or environmental contaminant ‘
at or below the level found to be safe, by the Food and
Drug Administration or approved by the Environmental Pro- |
tection Agency or the Food Safety and Inspection Service |
of the U.S Department of Agriculture. 1

Copies of the Department of Education’s Regulations '
for the Protection of Human Subjects, 34 CFR Part 97
and other pertinent materials on the protection of hu- |
man subjects in research are available from the Grants |
Policy and Oversight Staff (GPOS) Office of the Chief |
Financial and Chief Information Officer, U.S. Depart-
ment of Education, Washington, D.C., telephone: (202) |
708-8263, and on the U.S. Department of Education’s
Protection of Human Subjects in Research Web Site at |
http://ocfo.ed.gov/humansub.htm.



Appendix B~OMB Circular A-102




A-102: Grants and Cooperative Agreements with State and Local Governments
53 FR 8028 March 11, 1988

OFFICE OF MANAGEMENT AND BUDGET

AGENCY: Office of Management and Budget.

A-102: Grants and Cooperative Agreements with State and Local Governments
ACTION: Revision of Circular A-102.

SUMMARY: This notice sets forth the final revision of Office of Management and Budget
Circular A-102, "Grants and Cooperative Agreements with State and Local Governments".

FOR FURTHER INFORMATION CONTACT:Jonathan Breul, Financial Management
Division, Office of Management and Budget, Washington, DC 20503. (202) 395-3050.

SUPPLEMENTARY INFORMATION: An interagency task force under the President's
Council on Management Improvement (PCMI) was established to review existing guidance for
managing Federal aid programs. On June 18, 1984, OMB published a Notice in the Federal
Register (49 FR 24958) announcing the review and seeking public comment on over 50 issues
and possible options for each. Federal agencies, States, local governments, interest groups,
business organizations, and nonprofit organizations, as well as members of Congress submitted
several hundred comments.

Five agency-chaired teams studied the comments, Circular A-102, and the existing Federal
agency regulations implementing it to develop and draft two products: a revised OMB Circular --
addressed solely to Federal agencies, and a "common" government-wide regulation -- addressed
to State and local grantees. The proposed government-wide "common rule" stated the fiscal and
administrative conditions governing grants to State and local governments and subgrantees
which are State and local governments.

On March 12, 1987, the President directed OMB to revise Circular A-102 and all affected
Federal agencies to simultaneously propose a common rule to adopt verbatim government-wide
grants management terms and conditions. The revised Circular and common rule were to be
proposed within 90 days, and issued final within one year.

OMB published a proposed revision to Circular A-102 as a Notice in the June 9, 1987 issue of
the Federal Register (52 FR 21816-21818). Simultaneously in the same issue (52 FR
21820-21852), Federal grant-making agencies proposed a common rule.

Comments and Changes to the Proposed Revision

While OMB and the agencies received nearly 100 comments on the proposed common rule, only
a handful addressed the revision to Circular A-102 itself.



Advance Public Notice and Priority Setting (paragraph 6b).

A number of Federal agencies questioned the need for, and type of official responsible for,
advance public notice and priority setting in discretionary grant and cooperative agreement
programs. Consistent with recent recommendations by the U.S. General Accounting Office
(GAO) ("Discretionary Grants: Opportunities to Improve Federal Discretionary Award
Practices"), this section aims to improve managerial accountability for the discretionary award
process by emphasizing the need for upfront priority setting and policy-level sign-off on grant
and cooperative agreement awards. "Policy-level official" was deliberately not defined in order
for agency heads to determine the appropriate placement of such responsibilities. Such officials
include program heads or political appointees located sufficiently high in an organization to
ensure that funding priorities and actual awards are consistent with the agency's overall priorities.
OMB is willing to work with agencies to identify appropriate officials where there is question.

Standard Forms for Applying for Federal Assistance (paragraph 6c).

Several Federal agencies, particularly those with programs which fund both governmental (State
and local) and nonprofit grantees, requested not to use the standard application facesheet
(SF-424) as well as the project approval checklist, budget sheet, and standard assurances in
Attachment "M" to Circular A-102. They pointed out that unlike 1971, when Circular A-102 and
the forms were originally developed, there is less duplication and overlap in Federal funding for
grantees and consequently less need by grantees for uniform application forms. Further, OMB
now reviews and approves all forms and application packages under the Paperwork Reduction
Act of 1980. In recognition of these changes in the makeup of Federal assistance programs, the
types of recipients receiving funding and the paperwork control authorities in OMB's Office of
Information and Regulatory Affairs (OIRA), OMB asked for public comment on revised
standard application forms in a May 29, 1987 Notice in the Federal Register (52 20178-20179).

The great majority of the over 80 public comments to the May 1987 Notice were concerned
about the proposed financial reporting formats for the open-ended entitlement programs, rather
than either the need for, or design of, the standard application forms. We attribute much of this
lack of interest to the fact that, with the approval of OMB's Office of Information and Regulatory
Affairs, few programs use the forms display in Circular A-102 "as is". In fact, aside from the
SF-424 Facesheet, nearly every program extensively tailors the forms or develops its own
instructions and supplemental program-specific requirements.

In recognition of current practice and approved forms, the proposed circular has been revised to
require use of either (1) three types of pre-approved standard forms: facesheet, standard budget
information (construction or non-construction) and standard assurances (construction or
non-construction) or (2) forms approved by OMB under the Paperwork Reduction Act of 1980.
Two forms previously displayed in Circular A-102, the Part II, "Project Approval Checklist," and
Part IV, "Narrative," are eliminated. The contents of the latter are reflected as guidance to
agencies in paragraph 6c. of the circular. Agencies are free to use the standard forms without
further OMB clearance. Use of any other forms and application packages requires OMB approval
and clearance under the Paperwork Reduction Act of 1980.

Exception to the common rule (paragraph 6g).

A number of grantees expressed concern that paragraph 6g, "Special Conditions or Restrictions,"



coupled with the corresponding "Exceptions" (§ _ .6) and "High-Risk" (§__ .12) provisions of
the common rule are loopholes which permit Federal agencies to circumvent the rule and impose
additional or unwarranted requirements. In recognition of this concern and to permit oversight,
the circular is revised to make it clear that agencies will document the use of these provisions.

Financial Status Reports (paragraph 7c¢).

A new section was added to require use of the SF-269, Financial Status Report-Long Form, or
SF-269a, Financial Status Report-Short Form. These forms are a revision of the SF-269
previously required under Circular A-102, with changes based on a May 29, 1987 Federal
Register Notice (discussed above under "Standard Forms for Applying for Federal Assistance").
Both the short and long forms are simplified to require a single column rather than 6-column
breakout of the status of funds. The long form responds to recommendations from the GAO for a
form which permits reporting matching as well as the various uses of program income. The new
paragraph 7c. expresses a longstanding, but unstated, prohibition against agencies using the form
to collect object class expenditure data (e.g., expenditures broken down by personnel, travel,
equipment, etc.). Further, it limits collection of expenditure detail by programs, functions or
activities within the program or project, unless required by statute or regulation.

Contracting with small and minority firms, women's business enterprise and labor surplus area
firms (paragraph 7d).

A number of commenters expressed concern that the proposed circular did not contain policy
language from the old Circular A-102 which encouraged use of small, minority, women's and
labor surplus area firms. This was true because all of the substantive requirements from
Attachment "O" in the old A-102 for grantees to use such firms when possible were proposed to
be codified in the June 9, 1988, 24-agency, common rule. Unfortunately, in the interest of
streamlining the rule, the prefatory sentence explaining that this is national policy was dropped.
To remove any doubt that grantees are encouraged to contract with such firms, the opening
sentence concerning small and minority business, as well as those concerning women's
enterprises and labor surplus area firms have been restored to the circular.

Program Income (paragraph 7e).

A number of State and local grantees were concerned that agencies will only sparingly permit the
use of the addition or matching share alternatives for use of program income. On the other hand,
others such as the GAO supported the circular, stating that there should be a preference for
deducting program income from program costs since this alternative will result in financial
savings to the Federal Government and grantees. No change is made to the proposed circular. In
the event this provision serves as a disincentive to earning such income, §  .25(g) of the
common rule permits agencies to specify another alternative (or combination of alternatives) in
program regulations or a specific grant agreement.

Site visits and technical assistance (paragraph 7f).

Federal agencies expressed concern that the proposal would unduly restrict their ability to travel
to grantee project sites or offer technical assistance. OMB proposed site visits "only as warranted
by program or project needs" and restricted technical assistance visits "only (1) in response to
requests from recipients, or (2) when recipients are designated 'high risk.' " The proposed



approach represented a departure from the original Circular A-102 which "encouraged" agencies
to travel and offer technical assistance. Frequent travel and gratuitous technical assistance are no
longer realistic given the Federal budget deficit and they are inconsistent with Federal deference
to States' authority and competence under Federalism. However, to enable Federal agencies to
address genuine program needs, an additional justification for technical assistance visits has been
added based on "demonstrated program need."

Property Management (paragraph 8a).

A number of commenters misinterpreted the provisions of the closeout provisions of the circular
(as well as the property sections of the common rule) dealing with "federally owned property".
They mistakenly concluded these provisions covered all grant-acquired property and equipment,
not just that which is Federally owned and provided. This is not so because title to grant-acquired
property vests with the grantee, not the Federal Government. The circular and common rule have
been changed to make this distinction clear.

Another commenter suggested that closeout review cover all non-expendable personal property
purchased with grant funds where title rests with the recipient. We do not believe such a
mandatory Federal review of grant-acquired property is warranted. The common rule contains
explicit instructions as to the grantee's property records and calls for the grantee to perform a
physical inventory at least once every two years.

Closeout (paragraph 8a).

One agency expressed the opinion that Section 8a requiring written notification to grantees of
required closeout documents may be too staff intensive. The agency recommended that published
program regulations detailing this requirement should be sufficient. We agree. Since closeout
reports do not generally vary significantly, a published program regulation or standard notice can
satisfy the requirement.

[Circular No. A-102 (Revised)]
March 3, 1988.
To the Heads of Executive Departments and Establishments

Subject: Grants and Cooperative Agreements with State and Local Governments

1. Purpose. This Circular establishes consistency and uniformity among Federal agencies in
the management of grants and cooperative agreements with State, local, and federally
recognized Indian tribal governments. This revision supersedes Office of Management and
Budget (OMB) Circular No. A-102, dated January 1981.

2. Authority. This Circular is issued under the authority of the Budget and Accounting Act
of 1921, as amended; the Budget and Accounting Procedures Act of 1950, as amended;
Reorganization Plan No. 2 of 1970; and Executive Order 11541. Also included in the
Circular are standards to ensure consistent implementation of sections 202, 203, and 204 of
the Intergovernmental Cooperation Act of 1968, the Office of Federal Procurement Policy
Act Amendments of 1983, and sections 6301-08, title 31, United States Code.
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Background. On March 12, 1987, the President directed all affected agencies to issue a
grants management common rule to adopt government-wide terms and conditions for grants
to State and local governments. This revised Circular provides guidance to Federal agencies
on business-like management of grant programs and other matters not covered in the
common rule. The revision replaces and rescinds Circular A-102, dated January 1981,
including Attachments A-P.

Coverage. Consistent with their legal obligations, all Federal agencies administering
programs that involve grants and cooperative agreements with State, local and Indian tribal
governments (grantees) shall follow the policies in this Circular and issue a common grants
management rule (common rule). If the enabling legislation for a specific grant program
prescribes policies or requirements that differ from those in this Circular, the provisions of
the enabling legislation shall govern.

Deviations. The Office of Management and Budget may grant deviations from the
requirements of this Circular when permissible under existing law. However, in the interest
of uniformity and consistency, deviations will be permitted only in exceptional
circumstances.

Pre-Award Policies.

a. Use of grants and cooperative agreements. Sections 6301-08, title 31, United States Code
govern the use of grants, contracts and cooperative agreements. A grant or cooperative
agreement shall be used only when the principal purpose of a transaction is to accomplish
a public purpose of support or stimulation authorized by Federal statute. Contracts shall
be used when the principal purpose is acquisition of property or services for the direct
benefit or use of the Federal Government. The statutory criterion for choosing between
grants and cooperative agreements is that for the latter, "substantial involvement is
expected between the executive agency and the State, local government, or other recipient
when carrying out the activity contemplated in the agreement."

b. Advance Public Notice and Priority Setting.

(1)  Federal agencies shall provide the public with an advance notice in the Federal
Register, or by other appropriate means, of intended funding priorities for
discretionary assistance programs, unless funding priorities are established by Federal
statute. These priorities shall be approved by a policy level official.

2) Whenever time permits, agencies shall provide the public an opportunity to
comment on intended funding priorities.

3) All discretionary grant awards in excess of $25,000 shall be reviewed for
consistency with agency priorities by a policy level official.

c. Standard Forms for Applying for Grants and Cooperative Agreements.

€3] Agencies shall use the following standard application forms unless they obtain
OMB approval under the Paperwork Reduction Act of 1980 (44 U.S.C. 35) and the 5
CFR Part 1320, "Controlling Paperwork Burdens on the Public":

SF-424 Facesheet



SF-424a Budget Information (Non-Construction)
SF-424b Budget Information (Construction)
SF-424c Standard Assurances (Non-Construction)

-- SF-424d Standard Assurances (Construction)

When different or additional information is needed to comply with legislative requirements or to
meet specific program needs, agencies shall also obtain prior OMB approval.

2) A preapplication shall be used for all construction, land acquisition and land
development projects or programs when the need for Federal funding exceeds
$100,000, unless the Federal agency determines that a preapplication is not needed. A
preapplication is used to:

(a) Establish communication between the agency and the applicant,
(b) Determine the applicant's eligibility,

(c) Determine how well the project can compete with similar projects from others,
and

(d) Discourage any proposals that have little or no chance for Federal funding before
applicants incur significant costs in preparing detailed applications.

3) Agencies shall use the Budget Information (Construction) and Standard
Assurances (Construction) when the major purpose of the project or program is
construction, land acquisition or land development.

“) Agencies may specify how and whether budgets shall be shown by functions or
activities within the program or project.

(5) Agencies should generally include a request for a program narrative statement
which is based on the following instructions:

(a) Objectives and need for assistance. Pinpoint any relevant physical, economic,
social, financial, institutional, or other problems requiring a solution. Demonstrate
the need for the assistance and state the principal and subordinate objectives of the
project. Supporting documentation or other testimonies from concerned interests
other than the applicant may be used. Any relevant data based on planning studies
should be included or footnoted.

(b) Results or Benefits Expected. Identify results and benefits to be derived. For
example, show how the facility will be used. For land acquisition or development
projects, explain how the project will benefit the public.

(c) Approach. Outline a plan of action pertaining to the scope and detail how the
proposed work will be accomplished for each assistance program. Cite factors
which might accelerate or decelerate the work and your reasons for taking this
approach as opposed to others. Describe any unusual features of the project, such
as design or technological innovations, reductions in cost or time, or extraordinary
social and community involvements. Provide for each assistance program



quantitative projections of the accomplishments to be achieved, if possible. When
accomplishments cannot be quantified, list the activities in chronological order to
show the schedule of accomplishments and their target dates. Identify the kinds of
data to be collected and maintained, and discuss the criteria to be used to evaluate
the results and success of the project. Explain the methodology that will be used
to determine if the needs identified and discussed are being met and if the results
and benefits identified are being achieved. List each organization, cooperator,
consultant, or other key individuals who will work on the project along with a
short description of the nature of their effort or contribution.

(d) Geographic Location. Give a precise location of the project and area to be served
by the proposed project. Maps or other graphic aids may be attached.

(e) If applicable, provide the following information: for research and demonstration
assistance requests, present a biographical sketch of the program director with the
following information: name, address, telephone number, background, and other
qualifying experience for the project. Also, list the name, training and background
for other key personnel engaged in the project. Describe the relationship between
this project and other work planned, anticipated, or underway under Federal
assistance. Explain the reason for all requests for supplemental assistance and
justify the need for additional funding. Discuss accomplishments to date and list
in chronological order a schedule of accomplishments, progress or milestones
anticipated with the new funding request. If there have been significant changes in
the project objectives, location, approach or time delays, explain and justify. For
other requests for changes, or amendments, explain the reason for the change(s). If
the scope or objectives have changed or an extension of time is necessary, explain
the circumstances and justify. If the total budget has been exceeded or if the
individual budget items have changes more than the prescribed limits, explain and
justify the change and its effect on the project.

(6)  Additional assurances shall not be added to those contained on the standard forms,
unless specifically required by statute.

. Debarment and Suspension. Federal agencies shall not award assistance to applicants that
are debarred or suspended, or otherwise excluded from or ineligible for participation in
Federal assistance programs under Executive Order 12549. Agencies shall establish
procedures for the effective use of the Consolidated List of Debarred, Suspended,
Voluntarily Excluded and Ineligible Assistance Participants to assure that they do not
award assistance to listed parties in violation of the Executive Order. Agencies shall also
establish procedures to provide for effective use and/or dissemination of the list to assure
that their grantees and subgrantees (including contractors) at any tier do not make awards
in violation of implementing regulations.

Awards and Adjustments.

(1) Ordinarily awards shall be made at least ten days prior to the beginning of the
grant period.

(2) Agencies shall notify grantees immediately of any anticipated adjustments in the
amount of an award. This notice shall be provided as early as possible in the funding
period. Reductions in funding shall apply only to periods after notice is provided.
Whenever an agency adjusts the amount of an award, it shall also make an appropriate
adjustment to the amount of any required matching or cost sharing.
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Carryover Balances. Agencies shall be prepared to identify to OMB the amounts of
carryover balances (e.g., the amounts of estimated, grantee unobligated balances available
for carryover into subsequent grant periods). This presentation shall detail the fiscal and
programmatic (level of effort) impact in the following period.

Special Conditions or Restrictions. Agencies may impose special conditions or
restrictions on awards to "high risk"applicants/grantees in accordance with § .12 of the
common rule. Agencies shall document use of the "Exception" provisions of § .6 and
"High-risk" provisions of § .12 of the common rule.

Waiver of Single State Agency Requirements.

(1) Requests to agencies from the Governors, or other duly constituted State
authorities, for waiver of "single" State agency requirements in accordance with
section 6504, title 31, United States Code, shall be given expeditious handling and,
whenever possible, an affirmative response.

2) When it is necessary to refuse a request for waiver of "single" State agency
requirements under section 204, the Federal grantor agency shall advise the Office of
Management and Budget prior to informing the State that the request cannot be
granted. The agency shall indicate to OMB the reasons for the denial of the request.

(3) Legislative proposals embracing grant-in-aid programs shall avoid inclusion of
proposals for "single" State agencies in the absence of compelling reasons to do
otherwise. In addition, existing requirements in present grant-in-aid programs shall be
reviewed and legislative proposals developed for the removal of these restrictive
provisions.

Patent Rights. Agencies shall use the standard patent rights clause specified in "Rights to
Inventions made by Nonprofit Organizations and Small Business Firms" (37 CFR Part
401), when providing support for research and development.

Post-award Policies.
Cash Management. Agency methods and procedures for transferring funds shall minimize

the time elapsing between the transfer to recipients of grants and cooperative agreements
and the recipient's need for the funds.

(1) Such transfers shall be made consistent with program purpose, applicable law and
Treasury regulations at 31 CFR Part 205.

2) Where letters-of-credit are used to provide funds, they shall be in the same
amount as the award.

Grantee Financial Management Systems. In assessing the adequacy of an applicant's
financial management system, the awarding agency shall rely on readily available sources
of information such as audit reports to the maximum extent possible. If additional
information is necessary to assure prudent management of agency funds, it shall be
obtained from the applicant or from an on-site review.

Financial Status Reports.



(1)  Federal agencies shall require grantees to use the SF-269, Financial Status
Report-Long Form, or SF-269a, Financial Status Report-Short Form, to report the
status of funds for all nonconstruction projects or programs. Federal agencies need
not require the Financial Status Report when the SF-270, Request for Advance or
Reimbursement, or SF-272, Report of Federal Cash Transactions, is determined to
provide adequate information.

2) Federal agencies shall not require grantees to report on the status of funds by
object class category or expenditure (e.g., personnel, travel, equipment).

(3)  Ifreporting on the status of funds by programs, functions or activities within the
project or program is required by statute or regulation, Federal agencies shall instruct
grantees to use block 12, Remarks, on the SF-269 or a supplementary form approved
by the OMB under the Paperwork Reduction Act of 1980.

4) Federal agencies shall prescribe whether the reporting shall be on a cash or an
accrual basis. If the Federal agency requires accrual information and the grantee's
accounting records are not normally kept on an accrual basis, the grantee shall not be
required to convert its accounting system but shall develop such accrual information
through an analysis of the documentation on hand.

. Contracting With Small and Minority Firms, Women's Business Enterprise and Labor

Surplus Area Firms. It is national policy to award a fair share of contracts to small and
minority business firms. Grantees shall take similar appropriate affirmative action to
support of women's enterprises and are encouraged to procure goods and services from
labor surplus areas. '

. Program Income.

(1) Agencies shall encourage grantees to generate program income to help defray
program costs. However, Federal agencies shall not permit grantees to use
grant-acquired equipment to compete unfairly with the private sector.

(2) Federal agencies shall instruct grantees to deduct program income from total
program costs as specified in the common rule at §  .25(g)(1), unless agency
regulations or the terms of the grant award state otherwise. Authorization for
recipients to follow the other alternatives in §  .25(g)(2) and (3) shall be granted
sparingly.

Site Visits and Technical Assistance. Agencies shall conduct site visits only as warranted
by program or project needs. Technical assistance site visits shall be provided only (1) in
response to requests from grantees, (2) based on demonstrated program need, or (3) when
recipients are designated "high risk" under § .12 of the common rule.

After-the-grant Policies.

Closeout. Federal agencies shall notify grantees in writing before the end of the grant
period of final reports that shall be due, the dates by which they must be received, and
where they must be submitted. Copies of any required forms and instructions for their
c;)mpletion shall be included with this notification. The Federal actions that must precede
closeout are:

€)) Receipt of all required reports,
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2) Disposition or recovery of federally-owned assets (as distinct from property
acquired under the grant), and

(3)  Adjustment of the award amount and the amount of Federal cash paid the
recipient.

. Annual Reconciliation of Continuing Assistance Awards. Federal agencies shall reconcile

continuing awards at least annually and evaluate program performance and financial
reports.

Items to be reviewed include:

¢} A comparison of the recipient's work plan to its progress reports and project
outputs, '

(2)  the Financial Status Report (SF-269),
3) Request(s) for payment,

4 Compliance with any matching, level of effect or maintenance of effort
requirement, and

®)) A review of federally-owned property (as distinct from property acquired under
the grant).

Entitlements (Reserved)

Policy Review (Sunset). The Circular will have a policy review three years from the date

of issuance.

Effective Date. The Circular is effective on publication.

Inquiries. Further information concerning this Circular may be obtained from: Financial

Management Division, New Executive Office Building, Room 10215, Office of Management
and Budget, Washington, DC 20503, (202) 395-3050.

James C. Miller III,



Appendix C - CFR 34 Part 74--Administration of Grants and Agreements
with Institutions of Higher Education, Hospitals, and Other Non-Profit
Organizations
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m. The term includes public and
;ate institutions of higher edu-
.on, public and private hospitals,
other quasi-public and private non-
fit organizations such as, but not
ited to, community action agencies,
:arch institutes. educational asso-
-ions, and health centers. The term
v include comm al organizations.
:ign or interns 1 organizationsg
ch as agencies of Na-
18) which recipients,
recipients, or contractors or sub-
tractors of recipients or

recipients at the discretion of the
retary. The term does not include
ernment-owned contractor-operated
ilities or research centers providing
tinued support for mission-oriented.
7e-scale programs that are govern-
rolled, or are des-

ated as [o
i development canters.

:esearch and development means all
earch activities, both basic and ap-
3d, and all development activities
.t are supported at universities, col-
es, and other non-profit institu-
ns. “Research' is defined as a sys-
aatic study directed toward fuller

34 CFR Subtitle A (7-1-95 Edition)

scientific knowledge or understanding
of the subject studied. ‘‘Development’’
is the systematic use of knowledge and .
understanding gained from researgh. dix.
rected toward the production ‘of-
materials, ‘devices, systemis,: orimeth
ods, including design and develgpment -
of prototypes and processes. The:term
“research’ also includes activities’in-
volving the training of individuals in
e these activi-
cs a8 other
activitics

cluded in the instruction function.
Small awards means a grant or:coop-
erative agreement not exceeding :the
small purchase threshold fixed:: )
U.S.C. 403(11) (currently $25,000
Subaward means an awardiof.finan-
cial assigtance in the form of; Bouoe or
property in lieu of money, made \irde
an award by a reciplent to an, ‘aligible
subrecipient or by a subreciplent:to:a
lower tier subrecipient. The ‘term -in-
cludes financial assistance when pro-
vided by any legal agreement, even. if
the agreement is called a contract, but
does not include procurement of-goods
and services nor does it include any
form of assistance which is excluded
from the definition of “‘award"-as dex
fined in this section. ,
Subrecipient means the legal abﬁn to
which a subaward is made and-whichis
accountable to the recipient for thease
of the funds provided. The term:may
include foreign or international organi-
zations (such as agencies of the United
Nations) at the discretion of the Sec-
retary. i
Supplies means all personal property
excluding equipment, intangible:prop-:
erty, and debt instruments as :defied
in this section, and inventions:ofa:con-
tractor conceived or first actually:re-

duced to practice in the performance. of .

work under a funding agreement (*‘sub-
ject inventions’'), as defined in.37 CFR
Part 401—Rights to Inventions Made by
Nonprofit Organizations and Small
Business Firms Under Government
Grants, Contracts, and ogvmnwﬁé
Agreements.

Suspension means an woaou u< nva )
Secretary that temporarily- inrnnpim :
Federal . sponsorship under ~an:ANAL
pending corrective action bythe reci
ent or pending a decision to- S—ﬁnuwg

. ool soepig
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the award by the Secretary. Suspen-
sion of an award is a separate action
from suspension under 34 CFR Part 85
(Governmentwide Debarment and Sus-
pension (Nonprocurement) and Govern-

" mentwide Requirements for Drug- -Free
‘Workplace (Grants).

Termination means the cancellation
of Federal sponsorship, in whole or in
part, under an agreement at any time
prior to the datr of completion.

Third  par! in-kind  rontrihutions
meang the v - af non-cash contribu-
tions provided by mnon-Federal third
parties. Third party in-kind contribu-
tions may be in the form of real prop-
erty, equipment, supplies and other ex-
pendable property, and the value of
goods and services directly benefiting
and specifically identifiable to the
project or program.

Unliquidated obligations, for financial
reports prepared on a cash basis, means
the amount of obligations incurred by
the recipient that have not been paid.
For reports prepared on an accrued ex-
penditure basis, they represent the
amount of obligations incurred by the
recipient for which an outlay has not
been recorded.

Unobligated balance means the por-
tion of the funds authorized by the Sec-
retary that has not been obligated by
the recipient and is determined by de-
ducting the cummulative obligations
from the cumulative funds authorized.

Unrecovered indirect cost means the
difference between the amount awarded
and the amount which could have been
awarded under the recipient's approved
negotiated indirect cost rate.

Working capital advance means & pro-
cedure whereby funds are advanced to
the recipient to cover its estimated
disbursement needs for a given initial
period.

(20 U.S.C. 1221e-3(a)(1) and 3474; OMB Cir-
cular A-110)

$74.3 Effect on other issuances.

For awards subject to this part, all
administrative requirements of codi-
fied program regulations, program
manuals, handbooks, and other non-
regulatory materials which are incon-
sistent with the requirements of this
part are superseded, except to the ex-
tent they are required by statute, or

§74.10

authorized in accordance with the devi-
ations provision in §74.4.

(20 U.S.C. 1221e-3(a)1) and 3474; OMB Cir-
cular A-110)

§74.4 Deviations.

The Secretary, after consultation
with the Office of Management and
Budget (OMB), may grant exceptions
for classes of grants or recipients sub-
ject to the requirements of this part
when nxceptions are not prohibited by
statute. However, in the linterest of
maximum uniformity, exceptions from
the requirements of this part are per-
mitted only in unusual circumstances.
The Secretary may apply more restric-
tive requirements to a class of recipi-
ents when approved by OMB. The Sec-
retary may apply less restrictive re-
quirements when awarding amall
awards, except for those requirements
which are statutory. Exceptions on a
case-by-case basis may also be made by
the Secretary.

(20 U.S.C. 1221e-3(a)1) and 3474; OMB Cir-
cular A-110)

$74.5 Subawards.

Unless sections of this part specifi-
cally exclude subrecipients from cov-
erage, the provisions of this part shall |
be applied to subrecipients performing
work under awards if the subrecipients
are institutions of higher education,
hospitals, or other non-profit organiza-
tions. State and local government
subrecipients are subject to the provi-
stons of 3¢ CFR Part 80—Uniform Ad-
ministrative Requirements for Grants
and Cooperative Agreements to mgao
and Local Governments.

(20 U.S.C. 1221e-3(x)(1) and 3474; OMB Cir--
cular A-110)

Subpart B—Pre-Award
Requirements

§74.10 Purpose.

Sections 74.11 through 74.17 pre-
scribes forms and instructions and
other pre-award matters to be used in
applying for awards. '

cular >u§8

ozl



§74.17

§74.11 Pre-award policies.

{(ar Use of Granis and Cooperat
Agreements, and Contracts. In each in-
stance, the Secretary decides on the
appropriate award i rument
[grant. cooperative agreement,

tive Agreement Act
governs the use of g T
agreements, and contracts. A grant
cooperative agreement, shall be used
only when the principal purpose of a
transaction is to accomplish a pu
purpose of support or
thorized by Federal suat
“tory criterion for choo
grants and cooperative
that for the latter, substa
ment is expected betwenn ED and the
recipient when carrying out the activ-
ity contemplated in the agreement.
Contracts shall be used when the prin-
cipal purpose is acquisition of property
or services for the direct benefit or use
of the Federal Government.

(0} Public Notice and Priority Setting.
The Secretary notifies the cc::w om n-
funding pvi
Jran

CLCo1221e-3ian(
cular A-110}

OMB Cir-

§74.12 Forms for applying for Federal
assistance.

(a) The Secretary complies with the
applicable report clearance require-
ments of 5§ CFR Part i320—Controlling
Paperwork Burdens on the Pubii
with regard to all forms used by ED
place of or as a supplement to the
Standard Form 424 (SF424) series.

(b) Applicants shall usc the SF-424
series or those forms a . i
prescribed by the Secretary.

(¢) For Federal programs covered hy
E.O. 12372—Intergovernmental Review
of Federal Programs (implemented by
the Secretary in 34 CFR Part 79—Inter-
governmental Review of Department of
Education Programs and Activities)--
the applicant shall compiate the
priate sections of ¢
ticn for Federal A
whether the application was sub
review by the State Single P )
Contact (8POC). The name and address
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ar State s
retary or the
stic Assiscance
(available D.o_.: n:o Superintendent of
Documents. Government Printing Of-
fice). The SPOC shall advise the appli-
whether the program for which
cation is made h been selected
¥ that State for review,
(d) If KD does nol use the SF—i24
torm, the Secretary may indicate
whether the on:owSo: is subject to
review by the State under E.O. 12372.

oved by the Office of Management and
et under control num 1880-0513)

S.C. 1221e-30aX1) a 74 OMB Cir-
A-110)

(59 FR 34724, July 6, 1994, as amended at 60
¥R 6860, Feb. 3, 1995)

§74.13 Debarment and suspension.

The Secretary and recipients shall
comply with the nonprocurement de-
barment and suspension common rule
(implemented by the Secretary in 34
CFR Part 85). This common rule re-
s ts subawards and contracts é:.:
in partie » debarred,
: 1 3.03
edr
tles,

(20 1.8.C. 1221e-3(a)1) and 3474; OMB Cir-
cular A-110)

§74.14 Special award conditions.

(a) The Secretary may impose special
award conditions, if an applicant or re-
cipient—

(1) Has a history of poor performance;

(2) Is not financially stahle;

{3y Has a management. system that
does not meet the standards prescribed
in this part;

(4) Has not conformed to the terms
and conditions of a previous award; or

(5) Is not otherwise responsible.

(b) If special award conditions are es-
tablished under paragraph (a) of this
section, the Secretary notifies the ap-
plicant or recipient of—

(1) The nature of the additional re-
quirements;

3 The reason why the additional re-
rements are heing imposed:

(3 The nature of the corrective ac-
tion needed:

(4) The time allowed for completing
the corrective actions; and

Office of the Secretary, Education

(5) The method for requesting recon-
sideration of the additional requir
ments Imposed.

(¢c) -Any - special conditions are
promptly removed once the conditions
‘that ;prompted them have been cor
reoted.

(20 U.S.C. 1221e-3(a)(1) and 3474, OMR C'r
cular A~110)

§74.15 v.nonla system of measurement.

The Metric Conversion Act,
amended by the Omnibus Trade a
Competitiveness Act (15 U.S.C. 205) d»
clares that the metric system is the
preferred measurement system for 7.8
trade and commerce. The Act requires
each Federal agency to establish a date
or dates'in consultation with the Sec-

;retarysof-Commerce, when the metric

measurement. will be used in
unoaﬁaaouau grants, and
other:btainess:related activities. Met-

“rioiimplementation ‘may ‘take longer

where the use of the system is initially
impractical or likely to cause signifi-
cant inefficiencies in the woaogu:ﬁ:
ment. of federally-funded 8
The Secretary follows the prov
E.O. 12770—Metric Usage in
Government Programs.

(20 U.8.C. 1221e-3(a)1) and 3474; OMB Cir
oEl.sT:ov

m.:.ua gﬂudo Oouuon.cuzou and Re-
8<e~u~>or

Under the Resource Conservation and
Recovery Act (RCRA) (Pub. L. 94-580
codififed at 42 U.S.C. 6962), any St
agency or agency of a political subd!
sion -of a State which is using appro
priated Federal funds must comply
with section 6002 of the RCRA. Sectior
6002 requires that preference be given
in procurement programs to the pur-
chase of -specific products containing
recycled materials identified in guide-
lines ‘developed by the Environmentai
Protection .Agency (EPA) (40 CFR
Parts . 247-254). Accordingly, recipients
that receive direct Federal awards or
other Federal funds shall give pre!-
erence In their procurement programs
funded with Federal funds to the pur
chase of recycled products pursuant ta
the EPA guidelines.

(20 U.8.C..1221e-3(a)(1) and 3474; OMB Cir

cular A~-110)

§7

£74.17 Certifications and represe
tions.

Unless prohibited by statute or ¢
¢ regulation, the Secretary al
ciplents to submit certifications
representations required by stat
utive order. or regulation or
nual basis. if the recipients hawve
ng  and con ng  relations
‘h ED. Annual certifications and
rrsentations shall be signed by res

nle officials with the authority tc
recipients’ compliance with
nent requirements,

TLS.CL 1221e-3(AaN1) and 74 OMB
A-110)

Subpart C—Post-Award
Requirements

FINANCIAL AND PROGRAM MANAGEM:

§74.20 Purpose of financial and
gram management.

Sections 74.21 through 74.28 presc
=tandards for financial managen
making

methods for

o) Approving budget revisions;
(d) Making audits;
(e) Determining allowability of ¢
and

() Establishing fund availability.
(20 17.8.C. 1221e-3(a)(1) and 3474; OMB Cir¢
A LI0Y

$74.21 Standards for financial r
agement systems.
ta) Recipients shall relate finan

to performance data and devr
cost. information whenever p

n
nical,
‘M Recipients’ financial managen
stems shall provide for the follow
3 Accurate, current, and comp
sclosure of the financial results
«ach federally-sponsored project in
ance with the reporting requ
ents established in §74.52. If the !
arv orequires reporting on an acc
from a1 pient that maint
‘ecords on other than an acc
the recipient shall not be
quired to establish an accrual acco
ing system. These recipients may




EPArts on
the dnes

adequats

n of funds for

5. Thesr
records shall contain information per
taining to awards, au Lhorizations, ob
gations, unobligated balances. asse
outlays. income, and interest,.

(3) Effective control over and an-
countability for all funds, property.

~and other assets. Recipients shall ade.
quately safeguard all assets and assure
they are used solely for authorized pur-
poges.

(4) Comparison of outlays with budg-
et amounts for each award. Whenevrr
appropriate, financial information
should be related to performance and
unit cost data.

(5) Written procedures to minimize
the time elapsing between the transfer
of funds to the recipient from the U.S.
Treasury and the issuance or redemp-
tion of checks, warrants or payments
by other means for program purposes
by the recipient. To the extent that the
provisions of the Cash Management Im-
provement Act (CMIA) (Pub. L. 101-453)
govern, payment methods of State
agencles, instrumentalities. and fiscal

with CMIA
8 or the
soondified at 33
wal of Cash
from the Treasury for Advances under
Federal Grant and Other Programs.

(6) Written procedures for determin-
Mg the reasonabieness. allocability,
and allowability of ¢ in accordance
with the provisions of the applicable
Federal cost principles and the terms
and conditions of the award

(7Y Accounting records in uding cost,
accounting records that are supported
by source documentation.

() Where the Federal Government
guarantees or insures the repayment of
money borrowed by the recipient, the
Secretary may require adequate bhond-
ing and insurance if the bonding and
insurance requirements of the recipi-
ent are not deemed adequate to protect
the interest of the Federal Govern-
ment.

(d) The Secretary may require ade
gquate fidelity bond coverage where the
recipient lacks sufficient soverage to

34 CFR Subtifie A (7-1-95 Edition)

MLeetothe Federal Goavernment's in

onds shall he ob
s holding certifi
acceptable sureties,

s prescribed in
CFR Part 223—Surety Companties
S0ing Business with the United States.

ved by the Office of Management and
ket under control numher 1880-0513)

20 U.5.C 12216-3(a)1) and? 474 OMB Cir-
o A-110)

R 34724, ¥ 6. 1694,
#H60, Feb. 3, 1995)

amended at, 60

$74.22 Payment.

(a) Payment methods shall minimize
the time elapsing between the transfer
of funds from the United States Treas-
ury and the {ssuance or redemption of
checks, warrants, or payment by other
means by the recipients. Payment
methods of State agencies or instru-
mentalities shall be consistent with
Treasury-State CMIA agreements or
default procedures codified at 81 CFR
Part 205.

(b)(1) Recipients are paid in advance,
provided they maintain or demonstrate
the willingness to majntain-—

/ ten procedures that minimize
me clapsing between the transfer
of funds and disbursement by the recip-
ient; and

(i) Financial management systems
that meet the standards for fund con-
trol and accountability as established
in §74.21.

(2) Cash advances to a recipient orga-
nization are limited to the minimum
tmounts needed and be timed to be in
aeeordance with the act immediate
b requirements of th cipient or-
sanization in carrying out. the purpose
of the approved Program ot project.

(3) The timing and amount of cash
advances are as close as is administra-
tively feasible to the actual disburse-
ments by the recipient o nization for
osts and the
any allowable

consolidated to cover anticipated cash
s for all awards marder by the Sec-
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(1) Advance payment mechan
clude, but are not limited to. 1
check, and electronic funds trans

(2) Advance payment mechanisms a1
subject to 31 CFR Part 205.

(3) Reciplents are authorized to :
mit requests for advances and reim
bursements at least monthly when
electronic fund transfers are not used

(d) Requests for Treasury check ad-
vance payment shall be submitted on
SF-270—Request for Advance or Reim
bursement—or other forms as mayv be
authorized by OMB. This form is not to
be used when Treasury check advance
payments are made to the recipien:
automatically through the use of a pre
determined payment schedule or if pre
cluded by ED instructions for elec
tronic funds transfer.
“(e).Reimbursement is the preferred

hen ‘the requirements in para
of'this section cannot be met.
fotary may algo use this meth-
Jgonstruction ‘agreement, or

b

| Liffthg dajoriportion of ‘the construc-

tion:project is accomplished through
private:‘market financing' or Federal
loans, and’the Federal assistance con-
stitutes'a minor portion of the project.
(1) 'When the reimbursement method
is used, the Secretary makes payment
within 30 days after receipt of the hili-
ing, unless the billing is improper.
'(2) Recipients are authorized to sub-
mit req Afor reimbursement at least

" monthly‘when electronic funds trans-

fers are not used.

(N If a recipient cannot meet the
teria for advance payments and the
Secretary has determined that reim-
bursement is not feasible because the
recipient lacks sufficient working cap
ital, the Secretary may provide cash on
a working capital advance basis. Under
this procedure, the Secretary advances
cash to the recipient to cover its esti
mated disbursement needs for an ini-
tial period generally geared to the
awardee's disbursing cycle, Thereafter
the Secretary reimburses the recipient
for its actual cash disbursements. The
working capital advance method of
payment is not used for recipients un-
willing or unable to provide timely ad
vances to their subrecipient to me
the subrecipient’s actual cash disb
ments.

§7¢

bl rec
available
st earned ¢
ogram income.
antract settleme:
. and interest ear
funds before requesting ac

less otherwise required by st
the Secretary does not withh
ents for proper charges made
fents at any time during

= failed to com

subrecipient

to the Unj
rs as defined in OMB Circular
Managing Federal Credit P

ms. Under thesc conditions,
etary may, upon rcasonable noti
inform the recipient that ED does :
make payments for obligations
curred after a specified date until ¢
conditions are corrected or the inde
edness to the Federal Government
lHquidated.

(1) The standards governing the 1
of banks and other institutions as
positaries of funds advanced unc
awards are as follows:

ans described
agraph (i)(2) of tvhis section, t
Seeretary does not require separate ¢
pository accounts for funds provided
ecipient or establish any eligibili
ements for depositories for fur
d to a recipient. However,
ts must be able to account
= receipt. obligation. and expen.
~ of funds.

- Advances of Federal funds shall
ed and maintained in insw
nts whenever po le. i

111 Consistent with the national gc
nt expanding the opportunities
wen-owned  and minority-own
ness enterprises, recipients shall
use women-owned a
3 (a bank which

Al
mmtere

ives less th
i Federal awards per vear:




. pre-award costs for
.awards without prior written approval

rova e

per year on Federal 68 or

(3) The depository would require an
averag: or minimum balance so h
that it would not be feasible within the
expected Federal and non-Federal cash
resources.

(1) For those entities where CMIA
and {ts implementing regulations do
not apply. interest earned on Federai
advances deposited in interest bearing
accounts shall be remitted annually 1o
Department of Health and Hmy
Services, Payment Managrment 3
tem. Rockville, MD 20832, Inte
amounts up to $250 per year may .
tained by the recipient for administra-
tive expense. State universities and
hospitals shall comply with CMIA, as it

- pertains to interest. If an entity sub-

Ject to CMIA uses its own funds to pay
discretionary

from the Secretary, it waives its right
to recover the interest under CMIA.

(m) Except as noted clscwhere in this
part. only the following forms are au-
thorized for the recipients in request-
ing advances and reimbursements. The
Secretary does not reguirs more than
an original and two copies of the fol-
lowing:

&%) mu.ﬂwqalmmncmmn for Advance or
i ~tary adopts
v for sl

" oalne

ction progp
Outlay Repn:
for Re!mbursement o Construction
Programs.

(2) 8F-271—Outlay Report and Re-
quest for Reimbursement for Construc-
tion Programs. The Secrctary adopts
the SF-271 as the standard form to be
used for requesting reimbursement for
construction programs. However, the
Secretary may substitute the SF-270
whern the Secretary deter es that i+
provides adequate information to ment
Federal needs.

(20 U.S.C. 121e-3(a)(1) and 3474 OMIB Cir.
cular A-110)

T 05 edition

ons mee!

» recipient’'s

re verifiab
records

(23 Are not included as
for any other federally
Or program.

3) Are necessary and roasonable for
and efficient @nno?;:m:ﬂo:w of

contributions
sted project

under the applica-

E,_:n_ﬁ_?
D) ATR not padc

y the Yederal Gov.

srnment under another award. except
where authorized by Federal statute to
he used for cost sharing o1 matching.

(6) Are provided for in the approved
budget when required by the Secretary.

(7) Conform to other provisions of
this part, as applicable.

(b) Unrecovered indirect costs may be
included as part of cost sharing or
matching only with the prior approval
of the Secretary.

(¢) Values for recipient contributions
of services and property shall be estab-
lished in accordance with the applica-
ble cost, principles. If the Secretary au-
thorizes recipients to donate buildings
or land for construction/facilities ac-
quisition projects or long-term use, the
value of the donated property for cost
sharing or matehing shall be the lesser

3:7;2 fasr o
f ,.332. is suffic:
¥ omav
the current {ajrr
inated property. even
‘he certified value at the
tion to the project.

(d) Volunteer services
professional and technica
ronsultants, and other
i::a; _pdo« 3m< Z, on

el value
justifica-
mrove the
ot value of
7 il exceeds
1e of dona-

‘nished by
personnel.
'ed and un-
»d as cost
rvice is an
of an ap-
proiject or progra Rates for
volunteer services must be consistent,
with those paid for similar work i{n the
b pient's organization. In those in-
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nces in which
ot found in the spient, of
rates must he consistent with o
pald for similar work in the labor mar
ket in which the recipient competes for
the kind of services involved. In either
case, paid fringe benefits that arc rea-
sonable, allowable, and allocable may
be included in the valuation.

(e) When an employer other than the
recipient furnishes the services of an
employee, these services shall be vl
ued at the employee’'s regular rate
pay (plus an amount of fringe hene
that are reasonable, allowable, and
locable, but exclusive of overt
costs), provided these services arve i;
the same skill for which the empiov
is normally pald.

5 Uouwnoa supplies may include

Value assessed -to donated n,suv:mm in-
cluded-in’the-cost sharing or matching

exceed -thi n-.:. market value of the
property at the time of the:donation.

(8) The method used for determining
cost mgug or matching for donated
equipment, "buildings, and land for
which title passes to the recipient may
differ pooonﬁsw to the purpose of the
award.

(1) If the purpose of the award is to
assist the reciplent in the acquisition
of equipment, buildings or land. the
total value of the donated pre
may be claimed as cost
matching,

(2) If the purpose of the award .
support activities that require the
of equipment, buildings or land.
mally only depreciation or use chargrs
for equipment and buildings may be
made. However, the full value of equip-
ment or other capital assets and fair
rental charges for land may be aliowed,
provided .that the Secretary has ap-
proved the charges.

(h) The value of donated property
must be determined in accerdance
the usual accounting policies of the &
cipient, with the following qualifi
tions:

(1) The value of donated lanc
buildings may not exceed its fair mau
ket value at the time of donation to
the recipient as established by an inde-

B 1 ! i A ar
ial of th

»
.
b4

he value of donated equipmer
toexceed the fair market valu
pment of the same age and cor
i atf the time of donation.

+ The value of donated space ma
@ orxeeed the fair rental value of con
astablished by an ind+
arable spac
atelv-owne

pe
the  recipient’s  supportin
for in-kind contributions frot
third parties:

tiy Volunteer services must be docu
mented and, to the extent feasible, suj
ported by the same methods used b
the recipient for its own employees.

(iiy The basis for determining th
valuation for personal service, mate
rial. equipment, buildings, and lan
must be documented.

120 T15.C. 1221e-3(a)(1) and 3474; OMB Ch
enlar A-110)

§74.24 Program income.

‘The Secretary applies the stand

contained in this section in re

n recipient organizations to ac

¢ Jar program income related
- need crowehnie orodin par

the project period mus
{5y the ient and, in ac
h ED regulations or th
conditions of the awar(
used in nne or more of the fo:
T WAVS!

Added to funds committed to th
et by the Secretary and recipien
nused to further eligible project o

an whieh th
ased
authorize

meome 2

ion of program




in parasr:

{ RN "y i .
or the terms and
award how program income is to he
used. paragraph (b)3, of this section
applies automatically to all projects or
programs except research. For awards
"that support researc . paragraph (by
of this section applies automaticallv
unless the Secretary indicates in the
terms and conditions another alter-
native on the award or the recipient is
subject to special award conditions. as
indicated in §74.14.

(8) Unless ED reguiations or thr
terms and conditions of the award pro
vide otherwise, recipicnts have no obli-
gation to the Federal Government, re-
garding program income earned after
the end of the project period.

(N If authorized by ED or the terms
and conditions of the awasd, costs inci-
dent to the generation of program in-
come may be deducted from gross in-
come to determine program income,
provided these co ave not haen
charged to the awarr

(%) Proceeds from Lh of property
shall be handled in accordance with the
requirements of the Iroperty Stand-
. 74.37).

(h) Unless ED reculations or the
terms and condition the award pro-
vide otherwise, recipients have no obli-
gation to the Federai Government with
espect Lo program income sarned from
leense fees and  oox for on

[

Culis
pre
Patent and Trade
35 1.8.C. 18) apply 16 i ions ma
under an experimental. devalopment.

or research award.

EUSCO 122e-3a))
saiar A~

OMRB ir-

§74.25 Revigsion of budget and pro-
fram plans.

(a) The budget plan is the financial
expression of the project or program as
approved during the award process. [t
may include either the Federal and
non-Federal share, or only the Feaeral

24 CFR Subtitle A 7-1.95 Edition)

require.
perform-

lepending up
{

It sha

budger and program pl: revisions, in
accordance with this sectinn.

For nonconstruction awards, re-
Ls shall request prior approvals
rom ED for one or more of the follow-
Ing program or hudget related reasons:

(I Change in the scope or the objec-
tive of the project or program (even |if
there is no associated budget revision
requiring prior written approval).

{2) Change in a key person specified
in the application or award document.

(3) The absence for more than three
months, or a 25 percent reduction in
time devoted to the project, by the ap-
proved project director or principal in-
vestigator.

(4) The need for additional Federal
funding.

(5) The transfer of amounts budgeted
for indirect costs to absorb increases in
direct costs, or vice versa, if approval
18 required by the Secretary

6) The inclusion, unless waived by
the Searetary, of costs that require
prior approval in accordance with OMB
Circular A-21--Cost Principles for In-
stitutions of Higher Education, OMB
ire A-122--Cost I'rinciples  for
Non-Profit Organizations, or 45 CFR
Part 74 Appendix E—Principles for De-
termining Costs Applicable to Research
and  Development under CGrants and
¢ g with Hospita or 48 CFR

stract Co “eiples and

ovted for
yment to
s of ex

Tiowane
too other cat

Priy
e

(81 Unless desaribed the applica-

and - funded in  the approved
s the subaward, transfer or con-
tracting out of any wark under an
award. This provision does not apply to
the purchase of supplies. material,
cquipment, or general support services.

(dY No cother prior approval require-
ments for specific items are imposed
unless a deviation has been approved
by OME.

Office of the Secretary, Education

(e) Except for requirements listed in
paragraphs (c)(1) and (¢)(4) of this sec
tion, the Secretary may waive coust .-
iated and administrative prior wricten
approvals require .
M3 Circulars ol and A-iEe.
waivers may authorize recipients
any one or more of the following:

(1) Incur pre-award costs 90 calend
days prior to award or more than ¢
calendar days with the prior approval
of the. Secretary. All pre-award costs
are incurred at the recipient's risk
(.e., the Secretary is under no obliga-
tion to reimburse these costs if for any
reason-;the‘recipient does not receive
an award”or. if the award is less than
anticipated “and - inadequate to cover
these costs). = - ’

(2)(1).Initiate a one-time extension of
the expiration date of the award of up
to 12 months unless one or more of the
following conditions apply:

(A) "The::terms and conditions of
award prohibit the extension.

“{B)Th Jension requires:additional
Federal-funds:v:;: . ¢ e
AC)

i

THe™ extension involves any
changs -in'.the approved objectives or
scope of the project.

(ii) For one-time extensions, the re-
cipient shall notify the Secretary in
writing with the supporting reasons
and revised expiration date at least 10
days before the expiration date speci-
fled in the award. This one-time exten-
sion mdy not.be exercised merely for
the purpose of using unobligated bal-
ances. '\’

(3) Carry forward unobligated bal-
ances to subsequent funding periods.

(4) For awards that support resecarch,
unless the Secretary provides other
wise in the award or in ED's regni.
tions, the prior approval requirements
described in paragraph (e) of this s
tion are automatically waived (i.
cipients need not obtain prior approv-
alg) unless one of the conditions in-
cluded in paragraph (e)(2)(1) of this sec-
tion applies.

(f) The Secretary may restrict the
transfer of funds among direct cost cat-
egories or.programs, functions and ac-
tivities for awards in which the Federal
share ‘ofthe project exceeds $100.000
and the- cumulative amount of the
transfers exceeds or is expected to ex-
ceed 10 percent of the total budget as

§74.2

by the Secretary. Tk
a transfe
:ral appre

wpproved

Lne appr

ather changes to nonconstruc
s, exceapt far t“he changes de
aragraph (1 of this sectior
1ire prior approval.
For construction awards, recip
shall request prior written ay
proval promptly from the Secretary fo
budpet revisions whenever—

(1) The revision results from change
in the scope or the objective of th

project or program:
~

The need arises for additiona
ral funds to complete the project

" A revision is desired which in
volves specific costs for which prio
ift.ten approval requirements may b
imposed consistent with applicabl
OMB cost principles listed in §74.27.

(i) No other prior approval require
ments for specific items may be im
posed unless a deviation has been ar
moved by OMR.

it When  the
that provides support for bot:
ion and nonconstructios
work, the Secretary may require the
renipient. to request prior approva
from the Secretary before making an:
fund or budget transfers between th:
twn types of work supported.

k) For hoth construction and non
ruction awards, recipients shal
v the Secratary in  writins
¥ whenever ! amount of Fed

Relaretd yex

! th
Lhan $5.000 o
of the Federal award
hever is @reater. This notificatior
Vol he requirec .0 applicatior
iininnal funding is submitted fo
ation awar
hen reques g approval fo-
revisions, recipients shall us
zet forms that were used in the

Within 30 calendar days frorn the
‘ receipt of the request for budg
;sions, the Secretary shall review
juest and notify the recipiem




§74 26

whether the budget revisions have heen
approved. If the revision is still under
consideration at the end of 30 calendar
days, the Secretary informs the recipi-
ent in writing of the date when the re-
cipient may expect the decision.

FR 6660, Feb. 3, 1995}

$74.26 Non-Federal audits.

(a) Recipients and subrecipients that
are institutions of higher education or
other non-profit organizations are sub-
Ject to the audit requirements con-
tained in OMB Circular A-133—Audits
of Institutions of Higher Education and
Other Non-Profit Institutions.

(b) State and local governments are
subject to the audit requirements con-
talned in the Single Audit Act (31
U.8.C. 7501-7) and the ED regulations
implementing OMB Circular A-128—

34 CFR Subtitle A (7-1-95 Edition)

Audits of State and Local Govern-
ments.

(c) Hospitals not covered by the audit
provisions of OMB Circular A-133 are
subject to the audit requirements es.
tablished by the Secretary
inl

20 U.5.C. 122le-3(a)1) and 3474; OMB Clr-
cular A-110)

§74.27 Allowable costs.

(a) For each kind of recipient, there
is a set of cost principles for determin-
ing allowable costs. Allowability of
costs are determined in accordance
R the cost principles applicable to
°entity incurring the conts, ag speci
fed in the following chart.

(NOTE: OMB circulars ara avallable from
the Office of Management and Budget, Publi-
cation Office, Room 2200, New Executive Of-
fice Bullding, Washington. DG 20503 (202) 395~
7332.)

For the cost of 3— Use the principles in— )

Private nonprofit organization othar than (1) An i
stitution of higher aduca! hospital; or (3)
an organization named in OMBE Circular A-122
&3 not subject 1o that circular

C forprofit organization othar than a
hospital and an educational

(b) The cost principles applicable to a

State, a local government, or Federally

- recognized Indian tribal government
" are specified at 34 CFR §80.22.

(Authority: 20 U.8.C. 1221e-3(a)1) and 3474:
OMB Circular A-110)

$74.28 Period of avn

owahie Costs resul n ablign
tions incurred during the funding pe-
riod and any pre-award costs author-
ized by the Secretary.

(20 U.S.C. 1221e-3a)(1) and 3474: OMB Cir-
- cular A-110)

_ OMB Cirmular A-122

nnciplas ang Procedacns or uniform coat
ply with cost principins acceptabia 1o ED.

PROPERTY STANDARDS

$74.30 Purpose of property standards.

Sections 74.31 through 74.37 establish
uniform standards governing manage-
ment and disposition of property fur-

rents. unless specifically required by
Federal statute. The recipient may use
its own property management stand-
ards and procedures provided it ob-
serves the provisions of §§74.31 through
74.37.

20 T.8.C. 1221e-3(aX1) and OMB Cir-

" those.au
; mmn3§

"longer. ;need:

Office of the Secretary, Education

§74.31 - Insurance coverage.

-Reciplents shall, at a mipimum, pro-
vide the equivalent insurance coverage
for real ‘property and ‘equipment ac-
quired with Federal funds as provided
to property owmned by the recipi
Federally-ownad property need »
insured unless required by th
and conditions of Lhe award.

.

(20 U.8.C. 1221e-3(aX1) and 3474; OMH
cular A-110),

mentgfoprecipients concerning the use

“and"disposition’ of real property ac-

quired:in*“whole or in  part under
awards. Unless otherwise provided by
statute, ‘the minimum requirements
provide the following:

(2) Title to real property must vest
in the- recipient subject to the condi-
tion that:'the recipient shall use the
real- property for the authorized pur-
pose’of-the:project as long as it is need-
ed'and:shall not encumber the property
without approval of the Secretary.

(b) The recipient shall obtain written
approval by the Secretary for the usc
of .real property in other federally-
sponsored projects when the recipinnt
determines that the property is no
longer needed for the purpose of the
original project. Use in other projects
shall be limited to those under feder-
ally-sponsored projects (i.e., awards)
that "have: purposes consistent with
W zed for support by the

graphs ‘(a)’and (b) of this“section. the
recipient -shall request disposition in-
structions from ED or its successor
Federal awarding agency. The
retary observes one more of th
lowing disposition instructions;
(1) The recipient may be permit
retain title without further obligation
to .the ‘Federal Government after it
) ) the Federal Government

the project

(2) The reciplent may be directed to
sell the property under guidelines pro-
vided by the Secretary and pay the

§74

Federal Government for that percer
age of the current fair market value
the property attributable to the Fe
eral participation in the project (aft
deducting actual and reasonable selli
and fix-up expenses, if any, from t

nracards), YTk . recipient

return.

(3) The recipient may be directed
transfer title to the property to t!
Federal Government or to an eligib
third party. The recipient is entitled -
compensation for its attributable pe
centage of the current fair mark
value of the property.

1.8.C. 1221e~3(aX!) and 3474; OMB C
r A0

$£74.33 Federallyowned and exem:
property.

(a) Federally-owned property. (1) Tit
to federally-owned property remai:
vested in the Federal Government. R
shall submit annually an i
listing of federally-owne
custody to the Se
ction of the awa
no longer nee
report the pro
for further E

he Seeret
ation

if ED has no further need for tt
property. it shall be declared exce:
and reported to the General Service
Administration, unless the Secretar
has statutory authority to dispose ¢
the property by alternative methoc
(e.g.. the authority provided by th
Federal Technology Transfer Act (I
T.8.C. 3710 (I} to donate researc
nt to educational and non-pro

N roals. Appre
mstructions shail be issued t
the recipient by the Secretary.

() Exempt property. When statutor
authority exists, the Secretary ma
vest title to property acquired wit
Federal funds in the recipient withou
further obligation to the Federal Got
ernment and under conditions the Sec
considers appropriate. Thi
s “‘exempt. property.’” Shoul




§74.24

the Secratary qot esin s T
title to exampt prope-iv npen s,
tion vests in the recip withnut :
ther oblization to the i Govern
ment.

(20 U.S.C. 1221e-3(a)(1) and 3
cular A-110)

§74.34 Equipment.

(a) Title to equiprment, acquired by a
recipient with Federa! finds shall vest
in the recipient, suhin~t o ~onditions
of tyin -

14, OMB Cir-

ory :
private compan
lent services, unless specifically au-
thorized Yv Federal statnte. for as long

i a " Vol
ies charge for cquiva-

retaing an

mient in bhe project or nracram
which it was acquired as long as neec
ed, whether or not the nroiect or pro-
gram continues to he sy hy Ted-
eral Minds and may Yimhar '
property without approval o the Seec
retary, When no longer neaded for the
original project or program. the reci pi
ent shall use the equipment in connec-
tion with its other federally-sponsored
activities, in the following order of pri-
ority:

(1) Activities sponsored by the Fed-
eral awarding agency wi
original project: and the

(2) Activities sponsored by ather Fed-
eral awarding agencies.

(d) During the time s
i8 used on the project, progran for
which it was acquired. © recipient

:’8hall make it available for use on other
. projects or programs if other use will
Dot interfere with the work on the

“ . project or program for which the equip-

ment was originally acquired. First
preference for other use shall be given
to other projects or Programs spon-
sored ny the Federal a dine agency
thax the ann
nr

VL
oW e B
on ouier activities nnt sponsored by
the Federal Government shall be per-
missibie i authorized bv the Federal

A 75 edition

HEMS ¢1e
wtadas prog
~ When  acquiring raplacement
tpment, the recipient, may use the
cquipment to be replaced as trade-in or
sell the equipment and use the pro-
ceeds to offset the costs of the replace-
ment equipment subject to the ap-
proval of the Secretary.

() The recipient's property manage-
ment standards for equipment acquired
with IPederal funds and fode ally-owned
ittt shall inelude of the fol-

soovees shall be

bhe main -
tely ond s include the
wing information:
) A description of the equipment.
(i) Manufacturer’s serial number,
model number, Federal stock number,
onal stock number. or ather {denti.
Gyomemt

includ

ward number.

nd cnst,
ormation from wii:h ane can
fe the percentage ~f Federal
Pation in the cost o the equip-
ment (not applicable to eqilipment fur-
nished by the Federal Government).
viiy Location and candition of the
ipment and the date the informa-
1 WASs reported.

P Unit acquisition anse

Ultimate dispositio. data, in-
T date of disposal anid =
he method used to detoarmine cur-
rent fair market valne where a recipi-
€nt compensates ED for its share.

(2) Equipment owned by the Federal
Government must be identified to Indi-
cate Federal ownership.

(3) A physical inventory of equipment
must be taken and the results rec-
onciled with the equipment records at
least once every two years. Any dif-
ferrners  hetween s deter-
h e tion and
: vecords
mine the
[EREREIEI reace. ~ recipient
E noeonnection with Lthe inven-
tory, verify the existence, current uti-
lzation. and continued need for the
cquipment,

nr

Office of the Secretary, Educatior

(1) A control system must be in rffor
to insure adequate safeguards t.
vent loss, .damage, or theft of th
equipment; Any loss, damage, or theft
of .equipment:shall be investigated and
fally:docymented; if the'equipment was
owned-by: the:Faderal Government. the
- recipleiitishall” promptiy” motify  the
Secretary.r’

(8) Adequate maintenance procedures
must - be' implemented to keep the
equipment in good condition.

(6) Where the recipient is authn :
or reqguired to sell the equipment, prop
er sales procedures must be estabiishe
which provide for competition to the
extent practicable and result in the
highest possible return.

®) “When: “the recipient  no longer
needs the  equipment, the equipment,
may be used for other activities in ac
cordance with the following standnr

(1) For equipment with a current per
unit fair market value of $5000 or maor
the recipient may retain the equipm
for other uses provided that compensa
tion is made to ED or its success
The amount of compensation shall be
computed by applying the percentaga
of Federal participation in the cost of
the original project or program to the
current fair market value of the equip-
ment.

(2) If the recipient has no need for the
equipment, the recipient shall request
disposition instructions from the Scc
retary. The Secretary shall determine
whether the equipment can be used to
meet ED requirements. If no require
ment exists within ED, the availability
of the equipment shall be reported to
the General Services Administration
by the Secretary to determine whether
& requirement. for the equipment exists
in other "Federal agencies. The Sec-
“1nstructions to the recipi-
10" -1ater, than 120 calendar days
after the reciplent's request and the
following procedures govern:

(i) If so instructed or if disposition
instructions are not {ssued within 120
calendar days after the recipient's
quest. the recipient, shall sell 1
caquipment and reimburse ED
amount computed by applying to the
sales proceeds the percentage of Fed-
eral participetion in the cost of the
original project or program. However,
the recipient shall be permitted to de-

a4

leray sha-

nen  pe; : ol
aever s less, for the recipient
nr and handling expenses.

If the recipient is instructed i
ship the equipment elsewhere, the re
cipient is reimbursed by ED by a
amount which is computed by applyin:
the percentage of the recipient's par
ticipation in the cost of the origina
Project or program to the current faj

: vadue of rment. pln
D sasonable Or interin

U COSES ine

i the reci Ie nsfructed 5
se dispose of the fquipmens, the
t Is reimbursed by ED for costs
rred in {ts disposition,

The Secretary may reserve the
‘o transfer the title to the Fed.
- t0 a third party
i Government
otherwise eligi-
sting statutes. This trans.
bhe subject to the following

AT

he appro-
the award or oth-

calendar days
inventory. The

‘nLory mus
with gran

'

and feder-
Secretary

ti pmeni is
Lhe provisicas for federaliy-
aquipment.

(Approved by the Office of Management and
Budget under control number 1880-0513)

i221e-3(a)(1) and 3474; OMB Cir-

cular A-j1h

724, July 6. 1994, as amended ar, 60
Feho 3 1095)

and oihior exypandahle

LOsupg other ay
irproperty she in the re-
upon acquisition. If there is a
residual inventory of unused supplies
excerding  $5.000 in  tatal aggregate
Vil eor Lermination op completion
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of the project or program and the sup
plies are not needed for any other fed-
erally-sponsored project or program,
the recipient shall retain the supplies
for use on non-Federal sponsored ac-
tivities or sell them, but shall, in ei-
ther case, compensate the Federal Gov-
ernment for {ts share. The amount of
compensation shall be computed in the
same manner as for equiprnent.

(b) The reciplent may not use sup-
plies acquired with TFederai funds to
provide services to non- Tederal ontside
less than
for enquiva

3

“rderal ¢
e

$74.36

any other Federal awarding agency re-
serve a royalty-{free, nonexclusive, and
irrevocable right to reproduce, publish,
or otherwise use the work for Federal
purposes, and to authorize others to ¢
s0.

(b) Recipients are subject to applica
ble regulations governing patents and
inventions, including government-wide
regulations issued by the Department
of Commerce at 37 CFR Part 40]--
Rights to Inventions Made by Non-
profit Organizations and Small Busi-
ness Firms Under Government Grants,
Contracts and Cooperative Agree-
ments.

(¢) Unless waived by the Secretary,
the Federal Government has the right
to—

(1) Obtain, reproduce. publish, or oth-
use the data first produced
under an award; and

(2) Aug :oZNm others to receive, repro-
i I ise use these

praperty and
under an
acguisi-

-95 Edition:

v without approval of the Secretary.
When no longer needed for the origi-
nally authorized purpose, disposition of
the intangible property shall occur in
accordance with the provisions of
§74.34(g).

{20 U.S.C. 1221e-3(a)(1) and 3474; OMB Cir-
cular A-110

§74.37 Property trust reiationship.
Real property, equipment, intangible
property, and debt instruments that
are acquired or improved with Federal
?::7 mnst be held in trust by the re-
- as trustec for the beneficiaries
" project or program under which

PROCUREMENT STANDARDS

t 7140 Purpose of procurement stand-

ards.

tions 74.41 through
irds for use hy
nlishing procedures f
t of supplies and ot?
operty, equipment, property,

I other services with Frderal funds
These standards are designed to ensure
that these materials and services are
obtained in an effective manner and in
compliance with the provisions of ap-
plicable Federal statutes and executive
orders. The Secretary does not impose
additional procurement standards or
requirements upon recipients, unless
specifically required by Federal statute
or executive order or as authorized in
§74.4 or §74.14.

-C. 1221e-Xa)1) and 3474, OMB Cir-
\-110)

"4.18 contain
mbs in es-
-he procure
© expendable

§74.41 Recipient responsibilities.

The standards contained in this sec-
» not. relieve the re

ent of the

gy rthe

Oftlice of the Secretary, Education

settlernent and:satisfaction of all con-

1_..:(u(_,..on.zm=§ ouSnouuuSS
support:ofianiaward or other agree-
ment, This includes: disputes, claims,
protests’of award, source evaluation, or
other ‘matters of a contractual nature.
Matters oouocﬁnnw violation of statute
are to.be referred to Federal, State or
local punroa«w S_Pn may have proper

(20 C.m.o. uwupo,vasvcv and 3474; OMB Cir-
cular >L§

$74.42 Codes of conduct.

The recipient shall maintain written
standards of conduct governing :
performance of its employees eny
n the award and administration
contracts. No employee, officer.
agent shall participate in the selectic
award, or administration of a contrac:
supported by Federal funds if a real or
apparent conflict of interest would be
involved. A conflict would arise when
the employee, officer, or agent, any
member of his or her immediate fam-
ily, his or her partner, or an organiza-
tion which employs or is about to em-
ploy any of the parties indicated here-
in, has a financial or other interest in
the firm selected for an award. The of-
ficers, employees, and agents of the re
cipient shall neither solicit nor accept
gratuities, favors, or anything of mone-
tary value from contractors, or partics
to subagreements. However, recipients
may- set  standards for situations in
which the: financial interest is not sub-
stan Aal or the: gift is an unsolicited
i 1
onm,,.ﬂumwuns
nary - actionl
tions P wuo ‘gtandards’ d% officers,
oBEowoo ‘oriagents of the recipient.

20 U.s.C. Hw»uo.a?xc and 2.2 OMB Cir-
cular A-110)” v

$74.43 ;OoEvonEcF

All procurement transactions shall
be conducted . in a manner to provide,
to the maximum extent practical, open
and free competition. The recipient
shall be alert to organizational con-
flicts of interest as well as noncompet
tive practices among contractors t
may restrict or eliminate competit
or otherwise restrain trade. In order

57444

» objective contractor perform-
ance and eliminate unfair competitive
advantage, contractors that develop or
draft  specifications, requirements.
statements of work, invitations for
bids or requests for proposals shall be
excluded from competing for procure-
ments. Awards must be made to the
bidder or offeror whose bid or offer is
responsive to the solicitation and is
most advantageous to the recipient,
price. quality and other factors consid-
ercd. Solicitations shall clearly estab-
lish all requirements that the bidder or
shall fulfill in order for the bid
.0 be evaluated hy the recipi-
anid all bids offers may be

: recipient s in-

OMR Cir-

Trocurement procedures.

recipients shall establish writ-
rement procedures.  These
< must provide for, at a mini-

ents avoid purchasing un-

rations for ooads and serv-

B + all nf the following:
7i- A clear and accurate description
of the technical requirements for the
material, product, or service to be pro-
cured. In competitive procurements, a
description shall not contain features
which unduly restrict competition.

(1) Requirements which the bidder/
offeror must fulfill and all other fac-
tors to be used in evaluating bids or
proposals.

(ii1) A description, whenever prac-
ticable. of technical requirements in
terms of functions to be performed or
performance required. including the
range of acceptable characteristics or
imum acceptable standards.

vi The specific features of brand
rcqual amnoﬂv?o:n that Z%Kém

ol to




§74.45 Cost ang o e

5f products and s
the metric system ¢+ m
(vi) Preference, -

natural resources and protect the envi
ronment, and are aneray afficient.

(b) Positive efforts shall be made o
recipients to utilize small businesses.
minority-owned firms, and women's
business enterprises, whenever pos-
sivle. Recipients «f cderal  awards
shall take all of tha o
furihier Lhis goal:

‘1) Ensure that
naoritv-owned firms, .
ness enterprises ars o
oxrent, practicable

o Ko infory
ities  av:
mes  for

NERLA

Dsinesses, mi-

bust

HIma e

intend .«
husinesses,

and women'=
prises.

(4) Encourage contracting with
sortiums of small BINessEes, mino .
owned firms and womean's husiness on-
terprises when a rontract is tao larpe
for one of these firms to handle individ-
ually.

(5) Use the services and assistance. ax
appropriate, of organizations such a=
the Small Business Administration and
the Department of Commearce's Minor-
ity Business Development Agency
the solicitation and utilization
small businesses, minority-ownnd fir
and women'’s business enterprises.

(¢} The type of procuring instruments
used (e.g.. fixed price contracts, cost
reimbursable contracts. purchase or-
ders, and incentive contracts) shall be
determined by the rocipin but must,
he appropriate for ular pro-

the hest
nroject in-
-percentage-of-
f oconstruction
NE MUSt not

interest of the progr
voived. The "“cost-p
cost™ or ‘‘percenta,
cost” methods of con:
he H

4y Contracts are n.ude oniy w
sponsihie contractors whe posse

re-

the

1-95 Edition’

ai abliiity Lo
Trovonnder the termes
Lk opropesed  nrocu

CIOrM SUCCesS-
I eonditions ag
iwnt. Consider-
given tom as contractor
itecrity, record of performance,
nancial and technical resources or ac-
essibility  to  other neccessary re-
sources. In certain circumstances, con-
tracts with certain parties are re-
stricted by E.O. 12549 (implemented by
the Secretary in 34 CFR Part 85) and
I5.00 12689 —Debarment and Suspension.
ecipients shall. on request. make

o the Seer pre-awars
procuren documents,
equest. for propoasals or invita
ids, indepe Nt cost est
when any he following

purcha:
N ppoe’

DY R
i purchase  thre
arded to ot thar the apparont

Tow bidder under w sealed hid procure
ment.,

(5) A proposed contract modification
‘hanges the scope of a sontract or in-
areases the contract amount by more
than the amount of the small purchase
threshold.

rnagement and
1880-0513)

1221e-3ca 1) and 2474, OMRB Cir-

(59 FR 34724, July 6, 1994, as amended at 60
FR 6660, Feb. 3, 1995)

§74.45 Cost and price annlysis.

Some form of cost or price analysis
be made and docimmented in the
rement. files in connection with
wYery procurement, actin Price analy-
A5 may be accompl in various
ine nyr  the nparison of
otations  suhrmvtiad,  market
prices and  similar in . together
ounts, Cost ansi+is is the ro

Office of the Secretary, Educatior

view and evaluation of each element -

cost  to determine reasonable
allocability. and aliowability.

(Approved. by the Office of Management nn
Budget under control number 1880-051%

(20 U.8.C.i1281e-3(a)1) and 3474; OMB Cir-
cular A-110) .-
158 FRIM724,*July 6, 1904, as"amended at 60
_FR 6660, 1995) :
§74.46 "Procurement records.

Procurement records and files for
purchases in excess of the small pur
chase threshold must include the fo:.
lowing at'a minimum—

(a) Basis for contractor selection:

(b) Justification for lack of competi
tion when competitive bids or of
are not-obtained;

- {c) Basis for award cost or price
(Approved by the Office of Managemeant
Budget under control number 1880-05131
20 U.S.C. 1221e-3(a and 3474, OMR i
cular A-110)

{50 FR 34724, Ju
CR 6660, Feb, 3, 1995]

L as amendoo

$74.47 Contract administration.

A system for contract administr
must be maintained to ensure contrac
tor conformance with the terms. cond
tions and specifications of the con
tract, and to ensure adequate and time.
1y follow up of all purchases. Recipi-
ents shall evaluate contractor perform-
ance -and. document, as appropriate.
whether contractors have met tho
terms, conditions, and specifications of
the contract.

(Approved by the Office of Management and
Budget under control number 1880-0513)

(20 U.8.C. 1221e-3(a)(1) and 3474; OMB Cir
cular A-110)

[59 FR 34724, July 6, 1994, as amended at 60
FR 6660, Feb. 3, 1995]

§7448 ~Contract provisions.

The recipient shall include, in addi-
tion to provisions to define a sound and
complete agreement, the following pro-
visions in all contracts. The following
provisions must also be applied to sub-
contracta:

(a) Contracts in excess of the small
purchase threshold shall contain con-
tractual provisions or conditions that
allow for administrative, contractual,
or legal remedies in instances in which

§74

hreaches t
‘wvide for ren
propriace
contracts in excess of +
purchase threshold shall conta
ie provisions for termination
> recipient. including the manner :
which termination shall be effect
and the basis for settlement. In adc
tion. contracts must describe conc
tin inder which the contract may *
it as well as co
s where the contract may bhe te
~d because of circumstances b
sond the control of the contractor,

2 as otherwise required t
award that requires tr
(or subcontracting) fc
or facility improvement
nrovide for the recipient to follo
requirements relating to bi
verformance  bonds, an

nding pnlic
she recipient. pre
ade a deter
Govern
uately  pre
e
ars

anaran o each bidde;
to five pereent of the bic
¢ The “bid guarantec” must con
# firm commitment such as
1. certified check. or other ne-

mstrument. accompanying a
irance that the bhidder shall
ceptanee ol his bid, execute
‘tual documents as may be re-
red within the time specified.

(27 A performance bond on the part of
the contractor for 100 percent of the
contract price. A ‘‘performance bond"™
is one nxecuted in connection with a
contract to secure fulfillment of all the
“tar's obligations under a con-

¥ment bond on the part of the
mctor for 100 percent of the con-
CLoprice. A “payment hond" is one
ed in connection with a contract
Teopayment as required by stat-
ute of all persons supplving labor and
mar. 1 in the execution of the work
pro:. ! forin‘the contract.




as acceptable surcties pursuant to o)
CFR Part 223—Suraty Companics
Doing Business with the United States
(d) All negotiated contracts {except
those for less than the small parehase
i rec i

R DR B
Generai of the Unite
their duly authorized
MU=t have access Lo

representativ

Ments pers and
tractor which are «
A spac program
roaxking audits, examr Axearpt.
ana nacriptions,

(e} All contracts. :ncluding small

purchases, awarded by recipients and
their contractors must contain the pro-
curement provisions of appendix A to
this part, as applicable

(20 U.S§.C. 1221e-3(n)(1) and 3474, OMB Gir
cular A-110)

poruing on

ancial and
prouram performa and the nec-
essary standard reporiting forms. They
also establish record retention require-
ments.

(20 U.S.C. 1221e-3(a)(i} and 3474 OMR Cir
anlar A-1103

§74.51
gram performance

ta) Reclpients are responsivle for
managing and monitoring each projens,.
program, subaward, function. or activ-
ity sipported by the » Recipinnts
nitor suha O ene

have 1
In §74.26.
(h) The Secretary preseri
Guency with which the performance
rorts shall
provided

Monitoring an! reporting pro-

the ire-
re-

eports are
I days after the reporting period.

el

34 CFR Subtitle A (7-1-95 Edition)

eoannual e
aryodAates of
Pl year awards lien of these
lirements. The fin performance
reports are due 90 calendar days after
the cxpiration or termination of the
award.

‘o) I inappropriate,

the ann

winre

inal technical
not required
ject,

rmance ro-
ain, for each
natior on each of the

i accom-

he and obje
MWished for period, the
the inve: . or hoth.

Whenever appropriate and the output
of programs or projects n be readily
quantified, this quantitative data
should be related to cost data for com-
putation of unit costs.

(2) Reasons why established goals
waore ot met. if appropr

Phig

ORI

; : quiyed Lo
~ubnit more than the oriyinal and two
“opies of performance reports.,

() Recipients shall immediately no-
nify  the Secretary of developments
that have a significant impact on the
award-supported activities. Also, noti-
cation must be given in the case of

or adverae conditions
> ability tn
award. This
« statement
the action taken or : ntemplated,

and any assistance needed to resolve
the

ation.

. as needed.

(i The
clearance requirements of 5 CFR part
1320 when requesting performance data

L nun

=3l and 1. OMB Cir-

July 6. 1994, ac amended at 80

3, 1995)
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§74.52 Financial reporting.

(&) The following forms or other
forms as may be approved by OMB arc
authorized for obtaining financial in-
formation from recipients.

1) mm.‘ru,a.wdn SF-269A—Financial Sta-
tus Report,

(1) Reciplents are required to use the
SF-269 or SF-269A to report the stat
of funds for all nonconstruction
projects or programs, The Secretars
may not require the SF-269 or SF-2604
when, the Secretary determines that
SF-270—Request for Advance or Reim-
bursement, or ‘SF-272—Report of Fed-
eral Cash Transactions—provides ade
quate information to meet the Depart.
ment’'s needs, except that a final SF-
269 or SF-269A is required at the com-
pletion of the project when the SF-270
is used only. for advances.

(1) The Secretary: prescrives whether
the report'fs‘on‘a‘cash or acerual basis,
If the Secretary requires accrual infor-
mation and the recipient's accounting
records are not normally kept on th:
aeernal basis, the recipient ia ne:

< Lo convert, .
s hut shall deve o i
0N through best estimates based
An analysis of the documentation on
hand.

(1ifY The Secretary determines the
frequency:-of the Financial Status Re-
port for each.project or program, con-
sidering the size and complexity of the
particular -project or program. How-
ever, the report is not required morec
frequently than quarterly or less fre-
quently than annually. A fina} repost.
is required at the completion of the
agreement.

(1v) The Secretary requires recipients
to submit the. SF-269 or SF-269A (an
original and no more than two coples)
no later than 30 days after the end of
each specified reporting period for
quarterly and semi-annual reports, and
90 calendar days for annual and final
reports. Extensions of reporting due
dates may be approved by the Sec-
retary upon request of the recipient.

(2) SF-272—-Report of Federal Cash
Transactions.

(1) When funds are advanced to re-
cipients the Secretary requires sach re-
cipient to submit the SF-272 and, when
necessary, its continuation sheet, SF-
272a. The Secretary uses this report to

2

§74.5.

“torocash advanced to recipients
0 obtain disbursement informa
‘nroeach agreement. with the re

{4iY The Secretary may require fore-
casts of Federal cash requirements in
the lnmarka™ aection of the report.,

: and deemed nec-

require re-

he ‘Remarks"
amount cash advances
excess of ree days. Re-
hall provide shart narrative
ons of actions taken to reduce
<& halances.
ipients shall be required to

Tl - more than the ariginal and
tweo coples of the SF-272 15 calendar
days following the end of each quarter.
The Secretary may require a monthly
report. from those recipients receiving
advances totaling $1 million or more
per year.

(v} The Secretarv mayv waive the re-
arnt for suhmission of the 8F-272

Ty

[ (STRTI

I i bhe Secretary's opinjon, the
i . accounting controls are
adequate to minimize excessive Fed-
eral advances; or

(C} When the electronic payment
mechanisms provide adequate data.

(bY When the Secretary needs addi-
‘ormation or more frequent re-
following shall be observed:

additiona! information is
comply with legisiative re-

the Secretary shall issue
& Lo require reciplents to

information under the “‘Re-
7 snction of the reports.
“hen the Secretary determines

pient's accounting svstem
et the standards in §74.21.
pertinent information to
monitor awards may bhe oh-
N owritten notice to the re.

the system is brought up
L TThe Reeretary, in obtain-
Trormation. compiies with the
nee requirements of § CFR

part

(3) The Secretary may shade out any
line itern on any report if not nec-
essary.

3
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puter or clectronic o
ents when these nut
contribvite Lo the accuracy of report
ing.

e

L0 2,;:

(Appraove
Budgrt
20 U

av the Office
Aer control

i221e-3(a)(i)

{59 FR 347 July 6,
FR 6660, Feb, 3. 1995)

ne ot

§74.53 Retention and acoes reqritee
ments for records.

(a} This section est: Soreauire
ments for record retentinn and access
Lo records for award pients. The
Secretary does not impose any hoer
record retention or AcCess  reguire-
ments upon recipients

i Financial recort
ante,

CRupporting
statistical records,

Tony the dane g :
:_. the n:pwah? aroannual an-
Q»_ report, as authorized by the Sec-
retary. The only exceptions are the fol-
lowing:

resolved SN artion
Records for re”
acquired wi

,3: retained for &

rention requ
the recipion:

COoSst
plans. euc.

§74.53(g).
(c) Copies of origina. records may !
substituted for the original records
authorized hy the Secrr

i N PG RO

w4 CFR Subtitle A (7-1-95 dition)

cOretary may
ipients to
are continu-

reded for jointa
‘he Secretary, the [nspector Gen-
moptroller Cen i »f the United
ny of thet anthorized
ves, have th ! oof time

anrestricted to any
documen paps or other
of re s th » pertinent

“oovhe awards, in order
inations.  excerpts
copies of documoenis. This right
+Iso includes timely and onable ac-
me to a recipient's personnel for the
rnose of interview and discussion re-
n_i to these documents. The rights of
as8 In this paragraph are not lim-
*d Lo the required retention period,
shadl last as long as records are re-
ned,

nake audits,
transcripts,

nless re
does

tute, the
restrictions

n demon
Tacor be kept cor
would have been exempted from disclo-
sure pursuant to the Freedom of Infor-
mation Act (5 U.S.C. 552) if the records
had helonged to B,

() The starting date f
ki owing Lypes of

retention of
ments (in-
¢ specifiod
ONE:
‘ )2:4:7
noplans; and

aroup
A3 com-

is charg

Age oha Com-
- fringe bene
suhmitied 1f the

weretary or
Y the recipi-
proposal, - nther com
on to form the has tor negotia-
the rate. then the v vear reten-
riod for ing records
Tts on the date of subn i

12) 1f not submitted for
12 recipient is not required to submit,

Office of the Secretary, Education

the Secretary or the subrecipient
. required to submii tn tae recipier
oposal., plan, or oth compu
on {ar negotiation purposes, then
>-year retention period for the pro
posal, plan, or other computation and
its supporting records starts at the end
of the fiscal year (or other accounting
period) covered by the proposal, plan.
or other computation.

(Approved by the Office of Management and
Budget under control number 1880-0513)

(20 U.8.C. 1221e-3(a)(1) and 3474: OMB Cir-
cular A-110)

(59 FR 34724, July 6, 199, as amended at 60
FR 6660, Feb. 3, 1995}

TERMINATION AND ENFORCEMENT

374.60 Purpose of termination and en-
forcement.
Sections 4. 61 and 74.62 establish uni-
form suspension, termination, and en-
forcement vnoooasﬂow.

(20 U.8.C, HBHO&NHXC and 3474, OMB Cir-
cular A-110)

§$74.61 Tormination.

() Awards may be terminated
hole or in part only—

the Secretary, if A recip
y fails to coinply with
terms and conditions of an award;

(2) By the Secretary with the consent
of the recipient, in which case the two
parties shall ‘agree upon the termi-
nation conditions, including the effec-
tive date and, in the case of partial ter-
mination, the portion to be termi-
nated.

(3) By the recipient, upon sending to
the Secretary written notification con
taining the reasons for the termi-
nation, the effective date, and, in the
case of partial termination, the portion
to be terminated. However, if the Sec-
retary determines in the case of partial
termination that the reduced or modi-
fied portion of the grant will not ac-
complish the purposes for which the
grant was made, it may terminate the
grant in its entirety under either para-
graphs (a)(1) or (2) of this section.

(b) If costs are allowed under an
award, the responsibilities of the recip-
ient referred to in §74.71(a). including
those for property management as ap-
plicable, shall be considered in the ter-
mination of the award, and provision

ro
(o4

vement,

e are-
ampiv with
s of an award.
statute.

on. o

rake ane
NNS. as ap-

e following as
the ecirenmesta
nopay
orrection of the defi-
hr recipient or more severe
action by the Secretary.

iiow ithat is, deny bath use of
iy  applicable matching
or part of the cost of the

ciency

enforeern
(T

funds

3y W or partly suspend or ter-

Mirther awards far fhe

vid : bient an osdo;:,:z ?:
hearing. appeal, or other administra-
tive proceeding to which the recipient
i{s entitled under any statute or regula-
tion appiicable to the action involved.

: ts of suspension and termi-

. :,2? nt resulti :_u

suspension or
NOther re
inn or after
wry and
+ altnwable

NL:A T
red by
ive date
N, are
i :7
noncance N
would bhe allow

not. suspene
At the end

(W3]
the
piradg




iy COS mie- - Tl of thie Secraiary

zQue s

IS Tnally Gotermiied va
tled under the terms and conditions -
the award constitute a debt to the I'e
erul Government. If not paid within
vt reasonable period after the demand -
o payment, the Secretary may roeduc

emented by
{28 CFR

vecipient o acconnt Fednrally P[.
nd  person Droperty ..

Under

. 74,37 Lhe debt by—
suspension it has not N (1) Making an administrative offser,
under 34 VR pary gs ~ closenut of against other requests for reimburse- contractors
e, Secret shall retain Baomwnuf:nwv lai a N ; ;m _.m ﬂs_”\:,” nﬂw,._ _:M_w._um,am wwww
. . right. to recover .n appropriate olding advance payments . Cw T L] oo
Sou c.wwmuu,osﬁ?wﬁxj And 3471 OMR mount after fully considaring the rec- otherwise due to the recipient; or Cm?,..éhwudamﬂ,. %_.Mwwuﬂa_ﬁ_mmnx_mm
cuinr ) vmmendations on disallowed costs re- nanvcm.wﬁbw.,.ogoq action permitted by
suled i i sta .- .
Subpart D—After-the- Award F1ving from the final anait. (b) Except as otherwise provideq by
nBC:.QD..ODwm {Approved by the Office of Z:::ﬂowﬂm:n and law, the MQOﬂmnE.% charges interest or .
Rudget. under eontrol numbr 1880.0513) an overdue debt in accordance with .
§74.70 Purpose. 0 USC 1mIe-daty ant a; OMR Gir CFR Chapter II-Federa] Claims Co;

TA-TIM

Sect, S T4T1 thre o LT July G198 s ymended at, 80 tection Standards.
closeour procedure: nd other proce ,..z.ha, m,\n:. g _ | e : (20 U.8.C. 1231e-3(a)(1) and 3474: OMB Circular
dures for subsequent. allowances ang ) o A-110) . that involve
adjustme . g e . B ment of mechanies or laborers
i nts § qa,qunwm%&”u%WMMhounmwmw»m.wua.bnm and ..»Evﬁzuumﬁ m».gawgn, qTOOgQH must include a provision for compliance with
(20 U.S.C. 12le-3(a)1) and 3474 OMB Cir- i Sk ¥ VISIONS . " Sections 102 and 107 of the Contract Work
cular A-110) (a) The closeout of an award does not Lo IR g Hours and Safety Standards Act (40 U.S.C.
affect any of the following: . Ayarded by a.reciplent in- 321-333). a5 supplemented by Department of
§74.71 Closeout procedures. (1) The right of the Secretary to dis- 8, ‘shall contain the Lapar ro Ations (29 CFR Part 5). Under

'applicables: Section 102 of the Act. each contractor shall

i allow ¢ ; nits
(a) Recipients shall submit, within 90 OW costs and recover funds on.the "Opportunity—AN con-  p, required to compute the wages of every

calendar days after the date of comple- basis of a later audit or other review.

" 8 provision' requiring mecharic and laborer on the basis of a stand-
tion of the award, all financial, per- (2) The obligation of the recipient to 11246—Equal Employ- ard work weck of 40 hours. Work in excess of
formance, and other reports as required Ieturn any funds due A4S a result of v: 88 amended by E.O. ihe stangarg work week s permissible pro-
by the terms and conditions of the !ater refunds, corrections or other 11375—Amending Executive Order 1246 Re-  vided hay, the worker {s compensated at a

: award. The Secretary ™MAY approve ex- btransactions. lating to muaﬂbl.msgo%ﬂm:ﬂ Opportunity, rare of 0L less than 1% times the basic rate
tensions when n@acm.ﬁnvn by the recipi- (3) Audit, requirements in §74.26. and as supplemented- by regulations at 41 of pry for all hours worked in excess of 40
A 8 Lo 4 (4) Property management require- CFR Part’ 60—-Office of Federal ' Contract Bt work week, sestine oo
ent. . Compliance Programs, Equa! Employment:
(Fi Unless the Seeretary authar ments in §§74.31 through 74.37.

Obpartunity, Department, of Labor.

2. Copeland “Anti-Kickback " Act (18 U/ .S.c;
871 and 40 U.S.C. 276c)—Al) contracts
tof an sward, a rela SUbETANLS {n excess of 32,000 for constructinn

Rrcords retontion s

required in

“hall

. S R inder oy award may or  repair awarded by recipients and of supplies or

Lo " . A be mod or ended in whole or in subrecipients must include a provision for v avaflable on
date oi completion a ied in the - “ for 1 -
terms .w:m c%:a_,m_.o:m Gt the award or fn PATL With the consent of the Secretary moaxﬂ,nsmauwzwww M.quooum_w:u | >:S.xhn~x.< Lranspor
ED MSEmBn:S:m instruetions and tha o pient, provided the respon ACK® Act ( -9.C. 874), as supplemente )V n

Department of Labor regulations (29 CIR
Part 3—Contractors and Subcontractors on

Ny

‘rred to

P recinient oo
¢l The Secretary m: :.;_.Z cipient ot

m 4 a recipient 2 T property Pubife Buflding or Public Work Financed in
imbareanta Costs unde - Dl Cons) Whote or {n Part by Loans or Grants from
ciosed on 5 ontinn- the United States). The Act provides that
e . R Hes of th ient, as 9ach contractor or subrecipient shall be pro.
fai The recipient shall promptly = ensibilities o pient. as y tor or 3 ipient shall be p

hibited from inducing, by any means, any
person employed in the constructinon, com-

pletion, or repair of public work, to give up
deget under control number 1880-0513) any part of the oompensation to which he is
U.8.C. 1221e-3a)(1) and 2471 OMB Cir- otherwise entitled. The rectpient shall report
r A-110) all suspected or reported violations to the

fund any balances of unodligated cash
tha! the Secretary has advanced or . Anproved by the Office of Management and

: paid and that is not authorized to he
s3:.retained by the recipient for use in
.Gther projects. OMB Circular  A-129

Organizations
linder Goverp

Boverns unreturned amounts that be- (s g MT24. July 6, 1984, as amended at 60 nwumm.ucﬂe.qmm_%_wwmwnmw. amended (40 U 5.c
:eome delinquent debts. ¥R 6860, Feb. 3. 1995) 276a to a-7)—When required by Federal pro.

(e) When authorized by the rerms and : . gram legislation, all construction contracts
conditions of the award. the Secretary ¢ 7473 Collection of amounts due.

awarded by the reciplents and subrecipients
makes a settlement for any upward ar vi Any funds paid to a recipient, in of more than $2,000 sha]) Include a proviston

downward adjustments the Federn]l o of the amount 1o w hich the re- for compliance with the Davis-Bacon Act (40




awar o 5100,000 or “ia
qQuired certification. Mach tier certifins tn
the tisr ahove that it w not and has nnt
used Federal appropriated funds to pay any
person or organization for influencing or a:-
tempting to influence an officer or emplovee
of any agency, a member of Congress, officer
or employee of Congress. or an em ployee of u
member of Congress in connection with ah-
taining any Federal contract. grant. or any
other award covered by 31 U.S.C. 1352, Fach
tier shall also disclosn any lobbying v
non-Federa) funds thati Lakes place in co
nection with obtaining any Faderal awnyd
The Adisclosures are forwarded froem tier
tier up to the recipient.

8. Debarment and Suspension (£.0. 12549 and
£.0. 12689)~No contract. may be made to par-
tles listed on the General Services Adminis-
tration's List of Parties Excluded from Fed-
eral Procurement or Nonprocurement Pro-
grams in accordance with E.0 12549 and E.O.
12688—Debarment and Suspension. This list,
contains the names of part'es debarred, sus-
pended, or gtherwise excluded by agencles,
and contractors declarcd ineligible under
statutory or regulatory authority other than
E.O. 12545,

Contractors with awards that exceed the
small purchase threshold must. provide the
re«d certification rexa 7 (L8 exclusion
Status and that of fts princapal nmployees,

20 TR 1221e-%aX(1) nnd W74 OMB Cir
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Sec.
75.1 Preer

75.2 Exceptions in program regulations
part 75

75.4 Department contracts.

8 o which part 75 applies

ELIGTBILITY FOR 4 GRANT
75.50 How to find out whether you are eligi-
bie.
5.51 How to prove nonprafit, statns.

Subpart B—(Reserved)
Subpart C—How To Apply tor a Gran!

T-1-95 Edition;

mast.

Les.

APPLICATION COi

75.109 Changes to appli

copies.

112 Include a proposed

a timeline,

75117 Information needed for A multi-year
project.

75.118  Requirements for a continuation
award.

75119 Information neaded if private school
students participate.

N number of

rojact period and

SEPARATE APPLICATIONS -~ALTERNATIVE
PROGRAM

75.125 Submit a separate application to each
program; exception under the Joint
Funding Simplification Act,

75.126 Application must 1ist all programs to
which {t fs submitted.

GROUP APPLICATIONS

75.127 Eligible parties may apply as a group.

75.128 Who acts as applicant: the group
agreement.

75.129 Legal responsibilities of each member
of the group.

STATE COMMENT PROCEDURES

70155 Review procedure if State may com-

ment on applications: purpose of §§75.156~
735158,

155 musr

DEVELOPMENT OF C1 CULA OR
INSTRUCTIONAL MATHRIALS

Consultation.
Consultation costs.
Dissemination.

Subpart D—How Granls Are Made

SELECTION or NEW ProareTs

75200 How applications for w grants and
cooperative agreements arn selected for
funding; standards for vse of cooperatjve

sreements

Haow to use the selection

riteria.
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ECTION P

215 How the Department seclects a new

project. purpose of §§75.216-75.222,

75.216 Applications not evaluated for fund-
ing.

qmb:nmoi the Secretary selects applica-
tions for new grants.

75.218 Applications mnot evaluated or se-
lected for funding.

75.218 Exceptions 'to the procedures under
§76.217. '

75.220 Procedures’ the Department uses
under §76.219(n,.

75.221 Procedures ‘the Department uses
under §75.219(b). .

75.222 Procedures the Department uses

under §75:219(c).

S Kl e e
75.230 - How the;Department makes a grant;
ong of WIEZIEE,
pabinformation. .o
nalysis; basis for" grant

75.233 . Setting thezamount of the grant.
75.234 The cond{tions of the grant.
75.235 . The notification of grant award. .

75.236 Effect.of the grant.
APPROVAL OF MULTI-YZAR PROJECTS

75.250 Project - period can be up to 60
months. LAY

15.251 The budget period.

75.253 Continuation’of a multi-year project
after the first budget period.

75.254 [Reserved] -

MISCELLANEOUS

Allotments and reallotments.
Fxtension of a project, period.
Conversion of a grant or a coopera
tive aareement.

Subpart E~What Conditions Must 8e Met
by a Grantee?

NONDISCRIMINATION

75.500 Federal statutes and regulations on
nondiscrimination.

PROJECT STAFF

75.511 Waijver of requirement for a full-time
project director.

75.516 Use of consultants.

75.516 Compensation of consultants—em-
ployees of institutions of higher edu-
cation.

75.517 Changes In key staff members.

76.519 Dual compensation of staff.

DERTAnts—au natic increases

i dependen

"R

rect coslorates. excep-

CNsL rates
for educational
training
75.5683 Restr
grams covered.
75.564 Reimbursement of [ndirect costs.
75.580 Coordination with other activities.

{ndirect. cost, rata—pro-

EVALUATION

75.580 Kvaluation by the recipient.

75.591 Federal evaluation—cooperation by a
grantee,

75.592 Federal  evaluation—satisfying  re-
quirement for grantee evaluation,

CONSTRUCTION

75.600 Use of a grant for construction: pur-
pose of §§75.601-75.615.

75.601 Applicant's assessment of environ-

impact.

rrvation of historic sites must be

in the application

3 title to site

75.610  Arcrss by the handicapped.

T5.611 Av

15.612 Supe:
grantere

75.613 Relncation assistance by the grantee.

75.614 Cirnitase rmust have operational funds.

15615 O onoand maintenance by the

'siorn and {nspection by the

soastal Barrier

15618 Charyes for uge of «
plies

sap-
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DEPARTMENT OF EDUCATION
34 CFR Part 97

RIN 1880-AA7S

Protection of Human Subjects

AGENCY: Department of Education,
ACTION: Final regulations.

SUMMARY: The Secretary amends the
Department’s regulations governing the
protection of human research subjects to
add special protections for children who
are involved as subjects of research,
These amendments to the Department’s
regulations are needed to secure
additional protections for children who
are involved as subjects of research. The
regulations will, for research involving
children as subjects, remove exemptions
for certain kinds of research, modify the
informed consent provisions, and
further limit the risks to which children
may be made vulnerable. These
amendments will make the
Department’s policy regarding the
protection of children as research
subjects consistent with the regulations
of the Department of Health and Human
Services and the Federal Policy for the
Protection of Children as practiced by
other research agencies of the Federal
government. .

EFFECTIVE DATE: These regulations take
effect December 26, 1997.

FOR FURTHER INFORMATION CONTACT: Kent _

H. Hannaman, U.S. Department of
Education, 600 Independence Avenue,.
SW., Room 5624, Regional Office” * ~
Building 3, Washington, D.C. 20202-
4651. Telephone: (202) 708-5207.
Individuals who use a
telecommunications device for the deaf
(TDD) may call the Federal Information
Relay Service (FIRS) at 1-800—-877—
8339, between 8 a.m. and 8 p.m.,
Eastern time, Monday through Friday.
Individuals with disabilities may
obtain this document in an alternate
format (e.g., Braille, large print,
audiotape, or computer diskette) on
request to the contact person listed in
the preceding paragraph.
SUPPLEMENTARY INFORMATION: The
Secretary adopts for the Department of
Education regulations that are already in
effect for research supported or
conducted by the Department of Health
and Human Services (DHHS), Subpart
D—Additional DHHS Protections for
Children Involved as Subjects in
Research (Subpart D). These regulations
contain provisions specifically designed
to protect children who are involved in
research as subjects. Children are
involved as subjects of important
research that will benefit the Nation's

children. Balancing the importance of
this research with the needs of children,
the Secretary is adding these protections
because the research activities
supported by the Department often
include children, and the Department
has a particular interest in protecting’
the welfare of children.

The Common Rule, in which the
Department of Education is a
participant, currently only includes
Subpart A of the DHHS rule. To ensure
that the protections in Subpart D apply
to research subjects who are children,
the Secretary adopts Subpart D, ]
applying it to research programs of the
De(gartmem.

o May 22, 1997, the Secretary-
proposed to add Subpart D througha
notice of proposed rulemaking (NPRM)
published in the Federal Register (62
FR 28156~28159). In the preamble to
that NPRM, the Secretary discussed th.
cwrent government-wide and”  © -
Department of Education policy, the
additional protections provided by thesa

‘regulations, the additional costs and

administrative burdens, alternative
policy mechanisms, and additional
protections for children as education
research subjects other than the
protections in thése regulations.- .. - . -
There are no differences between the:
proposed regulations and these final
regulations. : R

Analypis of Public Comment . " s

In response to the Secretax'y'; ’
invitation in the NPRM, three parties
submitted comments on the proposed -

E——

"7 regulations. Two commenters were from
. associations representing affected '

communities, and one commenter was *
an individual at an institution of higher
education. Two of the commenters B
expressed support for the protections
and the consistency of these protections
with policies of other Federal agenkies.
An analysis of the other comments -
follow. )

Comment: One commenter expressed

concern over whether the regulations...
were sufficiently clear about the need to

provide potential research subjects with

specific information about their -
involvement in proposed research
activities. ; .

Discussion: The Secretary agrees that-
potential research subjects must have
appropriate information about a specific
research activity in order to give
informed consent to participate. Subpart
A of the existing regulations protecting
human research subjects requires, as
part of the provisions concerning
informed consent, that potential
research subjects be given information
including the purpose of the particular
research activity, the specific

sites:

procedures to be followed, and the risks
and benefits to the subject. Because
existing regulations cover this subject,
Subpart D, as proposed in the NPRM,
has not been changed.

Changes: None.

Comment: One commenter
recommended that the regulations
include guidance stating that research
project descriptions include information
about what safeguards will be put into
place in order to respond to anticipated
risks that actually occur.

Discussion: Information about
safeguards for anticipated risks in
research is important both for the
review and approval of research
activities and for the informed consent
of potential research subjects. Subpart A
of the existing regulations for the

protection of human research subjects

calls for information about available
medical treatment in cases of injury as
part of the informed consent process for
research involving more than minimal
risks. This information should be made
available to any potential human
research subject, not just children who
are potential research subjects. Because
existing regulations cover this subject,
Subpart D, as proposed in the NPRM,
has not been changed.

Changes: None.

Paperwork Reduction Act of 1995

.. These final regulations have been
~* examined under the Paperwork

Reduction Act of 1995 and have been
found to contain no additional
information collection requirements.

Assessment of Educational Impact

In the NPRM the Secretary requested
comments on whether the proposed
regulations would require transmission
of information that is being gathered by
or is available from any other agency or
authority of the United States.

Based on the response to the NPRM
and on its own review, the Department
has determined that the regulations in
this document do not require
transmission of information that is being

- gathered by or is available from any
-other agency or authority of the United

States.
Electronic Access to This Document
Anyone may view this documeat, as
well as all other Department of
Education documents published in the
Federal Register, in text or portable
document format (pdf) on the World
Wide Web at either of the following

http://gcs.ed.gov/fedreg.htm
http://www.ed.gov/news.html

To use the pdf you must have the Adobe

Acrobat Reader Program with Search,
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whiich is available free at either of the
previous sites. If you have questions
about using the pdf, call the U.S.
Government Printing Office toll free at
1-888-293-6498.

Anyone may also view these
{ucument in text copy only on an
aiectronic bulletin board of the
Jepartment. Telephone: (202) 219-1511
o, toll free, 1-800-222-4922. The
documents are located under Option
G—Files/Announcements, Bulletins and
Press Releases.

Note: The official version of this document
is tha document published in the Federal
Register.

List of Subjects in 34 CFR Part 97

Human subjects, Reporting and
recordkeeping requirements, Research.
{Catalog of Federal Domestic Assistance
Number does not apply}

Dated: November 18, 1397.

Richard W, Riley,
Secretary of Education.

The Secretary amends Part 97 of Title

34 of the Code of Federal Regulations as

follows:

PART 97—PROTECTION OF HUMAN
SUBJECTS

1. The authority citation for Part 97 is
revised to read as follows:

Authority: § U.S.C. 301; 20 U.S.C. 1221e—
3.3474; 42 U.S.C. 300v-1(b).

2. Sections 97.101 through 97.124 are
designated as Subpart A—Federal
Policy for the Protection of Human
Subjects (Basic ED Policy for Protection
of Human Research Subjects) and
Subparts B and C are reserved.

- - L ] ~ -

3. Sections 97.101, 97.102, 97.103,
and 97.107 through 97.124 are amended
by adding authority citations to read as
foliows:

(Authority: 5 U.S.C. 301; 20 U.S.C. 1221e-3.
1474 and 42 U.S.C. 300v-1(b))

1. A new Subpart D containing
3§ 97.401 through 97.409 is added to
read as follows:

Subpart D—-Additional ED Protections for
Children Who are Subjects in Research

97.401 To what do these regulations apply?

97.402 Definitions.

97.403 IRB duties.

97.404 Research not involving greater than
minimal risk. .

97.405 Research involving greater than
minimal risk but presenting the prospect of
direct benefit to the individual subjects.

37.406 Research involving greater than
minimal risk and no prospect of direct
benefit to individual subjects, but likely to
yield generalizable knowledge about the
subject’s disorder or condition.

97.407 Research not otherwise approvable
which presents an opportunity to

b1

understand, prevent, or allcviate a serious
problem affecting the health or welfare of
children.

97.408 Requirements for permission by
parents or guardians and for assent by
children.

97.409 Wards.

Subpart D—Additional ED Protections
for Children Who Are Subjects in
Research

§97.401
apply?

{a) This subpart applies to all research
involving children as subjscts
conducted or supported by the
Department of Education.

(1) This subpart applies to research
conducted by Department employees.

(2) This subpart applies to research
conducted or supported by the -
Department of Education outside the
United States, but in appropriate
circumstances the Secretary may, under
§97.101(i), waive the applicability of
some or all of the requirements of the
regulations in this subpart for that
research.

(b) Exemptions in § 97.101(b)(1) and
(b)(3) through (b)(6) are applicable to
this subpart. The exemption in
§97.101(b)(2) regarding educational
tests is also applicable to this subpart.
The exemption in § 97.101(b)(2) for
research involving survey or interview
procedures or observations of public -
behavior does not apply to research
covered by this subpart, except for
research involving observation of public
bebavior when the investigator or
investigators do not participate in the

To what do these regulations

activities being observed.

(c) The exceptions, additions, and
provisions for waiver as they appear in
§97.101(c) through (i) are applicable to
this subpart.

(Authority: 5 U.S.C. 301; 20 UJ.5.C. 1221e-3,
3474: and 42 U.S.C. 300v-1{b}}.

§97.402 Definitions.

The definitions in § 97.102 apply to
this subpart. In addition, the following
definitions also apply to this subpart:

(a) Children are persons who have not
attained the legal age for consent to
treatments or procedures involved in
the research, under the applicable law
of the jurisdiction in which the research
will be conducted.

(b) Assent means a child's affirmative
agreement to participate in research.
Mere failure to object should not, absent
affirmative agreement, be construed as
assent.

(c) Permission means the agreement of

parent(s} or guardian to the
participation of their child or ward in
research.

(d) Parent means a child's biological
or adoptive parent.

{(e) Guardian means an individual
who is authorized under applicable
State or local law to consent on behalf
of a child to general medical care.

(Authority: 5 U.S.C. 301; 20 U.S.C. 1221e-3,
3474; and 42 U.S.C. 300v-1(b)).

§97.403 IRB dutles.

In addition to other responsibilities
assigned to [RBs under this part, each
IRB shall review research covered by
this subpart and approve only research
that satisfies the conditions of all
applicable sections of this subpart.

(Authority: 5 U.S.C. 301; 20 U.S.C. 1221e3,
3474; and 42 U.S.C. 300v-1(b}).

§97.404 Research not involving greater
than minimal risk. :

ED conducts or funds research in
which the IRB finds that no greater than
minimal risk to children is presented,
only if the IRB finds that adequate
provisions are made for soliciting the
assent of the children and the
permission of their parents or guardians,
as set forth in § 97.408.

_(Authority: 5 U.S.C. 301; 20 U.S.C 1221e-3,
3474 and 42 U.S.C. 300v-1(b))

§97.405 Research involving greater than
minimal risk but presenting the prospect of

- direct benefit to the individual subjects.
" ED conducts or funds research in
which the IRB finds that more than

minimal risk to children is presented by
an intervention or procedure that holds
out the prospect of direct benefit for the
individual subject, or by a monitoring
procedure that is likely to contribute to
the subject’s well-being, only if the IRB
finds that—

(a) The risk is justified by the
anticipated benefit to the subjects;

{(b) The relation of the anticipated
benefit to the risk is at least as favorable
to the subjects as that presented by
available alternative approaches: and

(c) Adequate provisions are made for
soliciting the assent of the children and
permission of their parents or guardians,
as set forth in §97.408.

(Authority: 5 U.S.C. 301: 20 U.S.C. 1221e-3,
3474; and 42 U.S.C. 300v-1(b})

§97.406 Raesearch involving greater than
minimal risk and no prospect of direct .
benefit to Individual subjects, but likely to
yleld generatizable knowledge about the
subject’s disorder or condition.

ED conducts or funds research in
which the [RB finds that more than
minimal risk to children is presented by
an intervention or procedure that does
not hold out the prospect of direct
benefit for the individual subject, or by
a monitoring procedure which is aot
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likely to contribute to the well-being of
the subject. only if the IRB finds that—

(a) The risk represents a minor
increase over minimal risk;

(b) The intervention or procedure
presents experiences to subjects that are
reasonably commensurate with those
inherent in their actual or expected
medical, dental, psychological, social,
or educational situations;

(c) The intervention or procedure is
likely to yield generalizable knowledge
about the subjects' disorder or condition
that is of vital importance for the
understanding or amelioration of the
subjects’ disorder or condition; and

(d) Adequate provisions are made for
soliciting assent of the children and
permission of their parents or guardians,
as set forth in § 97.408.

(Authority: 5 U.S.C. 301;20 U.S.C. 1221e-3,
3474;and 42 U.S.C. 300v-1(b))

§97.407 Research not otherwise . .
approvabie which presents an opportunity
to understand, prevent, or alleviate a
serious problem atfecting the health or
welfare of children. . .

ED conducts or funds research that
the IRB does not believe meets the
requirements of § 97.404, § 97.405, or
§97.406 only if—

(a) The IRB finds that the research
presents a‘reasonable opportunity to
further the understanding, prevention,
or alleviation of a serious problém
affecting the health or welfare of
children; and S

(b) The Secretary, after consultation -
with a panel of experts in pertinent
disciplines (for example: science,
medicine, education, ethics, law) and
following opportunity for public review
and comment, has determined either
that— »

(1) The research in fact satisfies the
conditions of § 97.404, § 97.405, or
§97.406, as applicable; or ’

(2)(i) The research presents a
reasonable opportunity to further the
understanding, prevention, or
alleviation of a serious problem
affecting the health or welfare of
children;

(ii) The research will be conducted in
accordance with sound ethical
principles; and

(iii) Adequate provisions-are made for
soliciting the assent of children and the
permission of their parents or guardians,
as set forth in § 97.408.

(Authority: 5 U.S.C. 301; 20 U.S.C. 1221e-3,
3474; and 42 U.S.C. 300v-1(b}}

§97.408 Requirements for permission by
parents or guardians and for assent by
children.

(a) In addition to the determinations
required under other applicable sections
of this subpart, the IRB shall determina
that adequate provisions are made for
soliciting the assent of the children, if
in the judgment of the IRB the children
are capable of providing assent. In
determining whether children are
capable of assenting, the IRB shall take
into account the ages, maturity, and
psychological state of the children
involved. This judgment may be made
for all children to be involved in
research under a particular protocol, or
for each child, as the IRB deems
appropriate. If the IRB determines that
the capability of some or all of the
children is so limited that they cannot
reasonably be consulted or that the
intervention or procedure involved in
the research holds out a prospect of
direct benefit that is important to the
health or well-being of the children and
is available only in the context of the
research, the assent of the children is
not a necessary condition for proceeding
with the research. Even if the [RB
determines that the subjects are capable
of assenting, the IRB may still waive the
assent requirement under circumstances
in which consent may be waived in
accord with §97.116.

(b) In addition to the determinations
required under other applicable sections
of this subpart, the IRB shall determine,
in accordance with and to the extent

_ that consent is required by §97.116, that
adequate provisions are made for

soliciting the permission of each child's
parent(s) or guardian(s). If parental .
permission is to be obtained, the IRB
may find that the permission of one
parent is sufficient for research to be
conducted under § 97.404 or § 97.405. If
research is covered by §§ 97.406 and
97.407 and permission is to be obtained
from parents, both parents must give -
their permission unless one parent is
deceased, unknown, incompetent, or
not reasonably available, or if only one
parent has legal responsibility for the
care and custody of the child.

(c) In addition to the provisions for
waiver contained in § 97.116, if the IRB
determines that a research protocol is
designed for conditions or for a subject
population for which parental or
guardian permission is not a reasonable
requirement to protect the subjects (for
example, neglected or abused children),

s
it may waive the consent requirements
in subpart A of this part and paragraph
(b} of this section, provided an
appropriate mechanism for protecting
the children who will participate as
subjects in the research is substituted,
and provided further that the waiver is
not inconsistent with Federal, State, or
local law. The choice of an appropriate
mechanism depends upon the nature
and purpose of the activities described
in the protocol, the risk and anticipated
benefit to the research subjects, and
their age, maturity, status, and
condition. ’

(d) Permission by parents or
guardians must be documented in
accordance with and to the extent
required by §97.117.

(e) If the IRB determines that assent is
required, it shall also determine
whether and how assent must be
documented.

(Authority: 5 U.S.C. 301; 20 U.S.C. 1221e-3,
3474; and 42 U.S.C. 300v-1(b))

§97.409 Wards.

(a) Children who are wards of the
State or any other agency, institution, or
entity may be included in research.
approved under § 97.406 or § 97.407
only if that research is—

(1) Related to their status as wards; or
¢ (2) Conducted in schools, camps,
hospitals, institutions, or similar ",
settings in which' the majority of
children involved as subjects are not
wards. .

(b} If research is approved under
paragraph (a) of this section, the IRB
shall require appointment of an
advocate for each child who is a ward,
in addition to any other individual
acting on behalf of the child as guardian
or in loco parentis. One individual may
serve as advocate for more than one
child. The advocate must be an
individual who has the background and

experience.to act in, and agrees to act in,

the best interest of the child for the
duration of the child’s participation in
the research and who is not assaciated
in any way (except in the role as
advocate or member of the [RB) with the
research, the investigator or
investigators, or the guardian
organization.

(Authority: 5 U.S.C. 303; 20 U.S.C. 1221e-3,
3474; and 42 U.S.C. 300v-1(b))

(FR Doc. 97-31020 Filed 11-25-97; 8:45 am]|
BILLING CODE 4000-01-P
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written notice sent within 15 days of

S.um Secretary's receipt of the ALJ's de-
cision. .

(cX1) Either party may request re-
Smf by the Secretary by submitting a
brief. or written materials to the Sec-
retagy within 20 days of the party's re-
ceipt of the ALJ's decision. The sub-
misgion must explain why the decision
of the ALJ should be modified, re-
versed, or remanded. The other party
shall respond within 20 days of receipt

of the brief or written materials filed
by the opposing pa

12y Netther party mas trodiee 1o
evidence on review

(d) The decision of the ALJ ordering

the repayment of Federal financial as-
sistance or terminating the eligibility
of an THE, SEA, or LLEA does not take
effect pending the Secretary's review,

(e)1) The Secretary reviews the
ALJ's decision considering only evi-
dence introduced into the record.

(2) The Secretary's decision may af-
firm, modify, reverse or remand the
ALJ's decision and inchudes a state-
ment of reasons for the decision.

(Authority: 20 U.S.C. 1145y, 3224a)

§86.411 What are the procedures for
requesting reinstatement of eligi-
bility?

@a)X1) An THE, SEA, or 1LEA whose
eligibility to receive any or all forms
of Federal financial assistance has
been terminated may file with the De-
partment a request for reinstatement
as an eligible entity no earlier than 18
months after the effective date of the
termination.

(2) In order to be reinstated, the IHE,
SEA, or LEA must demonstrate that it
has corrected the violation or viola-
tions on which the termination was
based, and that it has met any repay-
ment obligation imposed upon it under
§86.301(b)(1) of this part.

(b) In addition to the requirements of
paragraph (a) of this section, the IHE,
SEA, or LEA shall comply with the re-
quirements and procedures for rein-
statement of eligibility applicable to

~any Federal program under which it

_ desires to recefve Federal financial as-

sistance.

(Authority: 20 U.S.C. 1145¢. 3224a)

PART v7—PROTECTION OF HUMAN
SUBJECTS

Sec.

97.101 ‘I'o what does this policy apply?

97.102 Definitions.

97103 Assuring compliunce with this policy-
research conducted or supported by any
Federal Department or Agency.

91.104—97.106 [Reserved]

97.107 IRB Membership.

97.108 IRB functions and operations.

97.109 IRB review of research.

97.110 Expedited review procedures for cer-
tain kinds of research fnvolving no more
than minimal risk, and for minor
~hanges In approved resvarch

U7 111 Criterfu for IRB approval of research,.

97.112 Review by institution.

97.113 Suspension or termination of IRB ap-
proval of research,

97.114 Cooperative research.

97.116 IRB records.

97.116 General requirements for informed
consent.

97.117 Documentation of informed consent.

97.118 Applications and proposals lacking
definite plans for involvement of human
subjects.

97.119 Research undertaken without the in-
tention of involving human subjects.
97.120 Evaluation and disposition of applica-
tlons and proposals for research to be
conducted or supported by a Federal De-

partment or Agency.

97.121 [Reserved)

91.122 Use of Federal funds.

971.123 Early termination of research sup-
port: Evaluation of applications and pro-
posaly.

Y7.124 Conditions.

AUTHORITY: § U.S.C. 301; 42 U.8.C. 300v-1(b).

SOURCE: 56 FR 28012, 28021, June 18, 1991,
unless otherwise noted.

$97.101 To what does this
apply?

(a) Except as provided in paragraph
(b) of this section, this policy applies
to all research involving human sub-
jects conducted, supported or otherwise
subject to regulation by any federal de-
partment or agency which takes appro-
priate administrative action to make
the policy applicable to such research.
This includes research conducted by
federal civilian employees or military
personnel, except that each department
or agency head may adopt such proce-
dural modifications as may be appro-
priate from an administrative stand-
point. It also includes research con-
ducted, supported, or otherwige subject

policy

294

to regulation by the federai govern-
ment outside the United States.

(1) Research that is conducted or sup-
ported by a federal department or
agency, whether or not it is regulated
ag8 defined in §97.102(e), must comply
with all sections of this policy.

(2) Research that is neither con-
ducted nor supported by a federal de-

.partment or agency but is subject to
- regulation as defined in §97.102(e) must

be reviewed and approved, in compli-
ance with §§97.101, 97.102, and §§97.107
through 97.117 of this policy. by an in-
stitutional review board (IRB) that op-
erates in accordance with the pertinent
requirements of this policy.

(b) Unless otherwise required by de-
partment or agency heads, research ac-
tivities in which the only involvement
of human subjects will be in one or
more of the following categories are
exempt from this policy:

(1) Research conducted in established
or commonly accepted educational set-
tings, involving normal educational
practices, such as (i) research on regu-
lar and special education instructional
strategies, or (i) research on the effec-
tiveness of or the comparison among
instructional techniques, curricula, or
classroom management methods.
~ (2) Research involving the use of edu-
cational tests (cognitive, diagnostic,
aptitude, achievement), survey proce-
dures, interview procedures or observa-
tion of public behavior, unless:

(1) Information obtained is recorded
in such a manner that human subjects
can be identified, directly or through
{dentifiers linked to the subjects; and
(1) any disclosure of the human sub-
jects’ responses outside the research
could reasonably place the subjects at
risk of criminal or civil liability or be
damaging to the subjects’ financial
standing, employability, or reputation.

(3) Research involving the use of edu-
cational tests (cogmitive, diagnostic,
aptitude, achievement), survey proce-
dures, interview procedures, or obser-
vation of public behavior that is not
exempt under paragraph (b)(2) of this
section, if:

(1) The human subjects are elected or

' appointed public officials or candidates

for public office; or (i) federal
statute(s) require(s) without exception
that the confidentiality of the person-

ally 1dentifiable information will be
maintained throughout the research
and thereafter.

(4) Research, involving the collection
or study of existing data, documents,
records, pathological specimens, or di-
agnostic specimens, if these sources are
publicly available or if the information
is recorded by the investigator in- ]
a manner that subjects cannot be {dex
tified, directly or through identiffers®
linked to the subjects.

(5) Research and demonstration
projects which are conducted by or sub-
ject to the approval of department or
agency heads, and which are designed
to study, evaluate, or otherwise exam-
{ne:

(1) Public benefit or service pro-
grams; (il) procedures for obtaining
benefits or services under those pro-
grams, (ili) possible changes in or al-
ternatives to those programs or proce-
dures; or (iv) possible changes in meth-
ods or levels of payment for benefits o
services under those programs. -

(6) Taste and food quality evaluatio
and consumer acceptance studies, (1) if
wholesome foods without additives are
consumed or (i) If a food 18 consumed
that contains a food ingredient at or
below the level and for a use found to
be safe, or agricultural chemical or en-
vironmental contaminant at or below
the level found to be safe, by the Food
and Drug Administration or approved
by the Environmental Protection
Agency or the Food Safety and Inspec-
tion Service of the U.S. Department of
Agriculture.

(c¢) Department or agency heads re-::
tain final judgment as to whether a .
particular activity is covered by this
policy.

(d) Department or agency heads may
require that specific research activities
or classes of research activities con-
ducted, supported, or otherwise subject
to regulation by the department or
agency but not otherwise covered by
this policy, comply with some or all of
the requirements of this policy.

(e) Compliance with this policy re-
quires compliance with pertinent fed-
eral laws or regulations which provide
additional protections for human sub-
jects.

() This policy does not affect any
state or local laws or regulations which
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additional protections  ior

provide
human subjects.
(g) This policy ducs nol atlvct any

tureign laws or regulations which may
otherwise be applicable and which pro-

vide.\gdditional protections to human
subjedts of research.
(h)} When research covered by Lhis

poli¢y takes place in foreign countries,

procedures normally followed in the
foreign countries to protect human
subjects may differ from those set

forth in this policy. ([An example is a
foreign institution which complies
with guidelines consistent with the
World

¢ ! [ ;
an organization whese
protection of human research subjects
is internationally recognized.] In these
circumstances, i a department or
agency head detecrmines that the proce-
dures prescribed by the institution af-
ford " protections that are at lcast
equivalent to those pruvided in this
policy. the department or agency head
may approve the substitution ot the
foreign procedures in lieu of the proce-
dural requirements provided in this
policy. Except when otherwise required
by statute, Executive Order, or the de-
partment or agency head, notices of
these actions as they occur will be pub-
lished in the FEDERAL REGISTER or will
be otherwise published as provided in
department or agency procedures.

(1) Unless otherwise required by law,
department or agency heads may waive
the applicability of some or all of the
provisions of this policy to specific re-
search activities or classes of research
activities otherwise covered by this
policy. Except when otherwise required
by statute or Executive Order, the de-
partment or agency head shall forward
adva.ce notices of U : ions to the
Office {0 Protes v 3 B
Risks, Departmenit  of
Human Services (HiS), and shall also
publish them in the FEDERAL REGISTER
or in such other manner as provided in
department or agency procedures.!
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tInstitutions with HHS-approved assur
ances on file will abjde by provisions of title
45 CFR part 46 subparts A-D. Some of the
other Departments and Agencies have incor-
porated all provisions of title 45 CFR part 46

LY,

AL AL — P N e

June 28, 1991

§97.102 Definitions.

(@) Department or agency head means
ihe head of any federal department or
agency and any other officer or em-
ployee of any department or agency to
whom authority has been delegated.

(b) Institution means any public or
private entity or agency (including fed-
eral, state, and other agencies).

(¢) Legally uuthorized representative
means an individual or judicial or
other body authorized under applicable
law to consent on behalf of a prospec-
tive subject Lo the subject's participa-
1 s procedure(s) involved in the

() Resewiclo tneans o systemadle in-
vestigation, {ncluding research devel-
opment, testing and evaluation, de-
slgned to develop or contribute to gen-
eralizable knowledge. Activities which
meet this definition constitute re-
search for purposes of this policy,
whether or not they ure conducted or
supported under a program which is
considered research for other purposes.
FFor example, some demonstration and
service programs may include research
activities.

(e) Reseurch subject tv regulation, and
similar terms are intended to encom-
pass those research activities for which
a federal department or agency has
gpecific responsibility for regulating a8
a research activity, (for example, In-
vestigational New Drug requirements
administered by the Food and Drug Ad-
ministration). It does not include re-
search activities which are inciden-
tally regulated by a federal department
or agency solely as part of the depart-
ment's or agency's broader responsibil-
ity to regulate certain types of activi-
ties whether research or non-research

i Ir policies and procedures aa well
However, the exemptions at 45 CFR 16.101(b)
do not apply to research involving prisoners,
fetuses, pregnant women, or human {n vitro
fertilization, subparts B and C. The exemp-
tion at 45 CFR 46.101(b)(2), for research i{n-
volving survey or interview procedures or ob-
servation of public behavior, does not apply

to research with children, subpart D, except -
for research involving observations of publie .
behavior when the investigator(s) do not par *

ticipate in the activities being obeerved.

296

in nature (for exampie, Wage and Hour
requirements administered by the De-
partment of Labor).

(f) Human subject means a living indi-
vidual about whom an investigator
(whether professional or student) con-
ducting research obtains

(1) Data through intervention or
interaction with the individual, or

(2) Identifiable private information.
Intervention includes both physical pro-
cedures by which data are gathered (for
example, venipuncture) and manipula-
tions-of the subject or the subject’s en-
vironment that are performed for re-
search purposes. Interaction includes
communication or interpersonal con-
tact between investigotor and subject.
“Private information’ incl infor-
mation about behavior that occurs in a
context in which an individual can rea-
sonably expect that no observation or
recording is taking place, and informa-
tion which has been provided for spe-
cific purposes by an Individual and
which the individual can reasonably
expect will not be made public (for ex-
ample, a medical record). Private infor-
matior must be individually identifi-
able (i.e., the identity of the subject is
or may readily be ascertained by the
investigator or associated with the in-
formation) in order for obtaining the
information to constitute research in-
volving human subjects.

(8) IRB means an institutional review
board established in accord with and
_non the purposes expressed in this pol-
cy.

(b) IRB approval means the deter-
mination of the IRB that the research
has been reviewed and may be con-
ducted. at an institution within the

constraints set forth by the IRB and by

other institutional and federal require-
ments.

(1) Minimal risk means that the prob-
ability and magnitude of harm or dis-

k: comfort anticipated in the research are

not greater in and of themselves than
those ordinarily encountered in daily
life or during the performance of rou-

& Une physical or psychological exami-
B: nations or tests.

:(J) Certification means the official no-
tification by the institution to the sup-

Muoaun department or agency, in ac-
gL eordance with the requirements of this
Y B” policy, that a research project or activ-

Ity 1nvolving human subjects has been
reviewed and approved by an IRB in ac-
cordance with an approved assurance.

$97.103 Assuring compliance with this
policy—research conducted or sup-
ported by any Foderal Department
or Agency.

(a) Each institution engaged in re-
search which is covered by this policy
and which is conducted or supported by' s
a federal department or agency shall
provide written assurance satisfactory
to the department or agency head that
it will comply with the requirements
set forth in this policy. In lieu of re-
quiring submission of an assurance, in-
dividual department or agency heads
shall accept the existence of a current
assurance, appropriate for the research
in question, on file with the Office for
Protection from Research Risks, HHS,
and approved for federalwide use by
that office. When the existence of an
HHS-approved assurance is accepted In
lieu of requiring submission of an as-
surance, reports (except certification)
required by this policy to be made to
department and agency heads shall
al80 be made to the Office for Protec-
tion from Research Risks, HHS.

(b) Departments and agencles will
conduct or support research covered by
this policy only if the institution has
an assurance approved as provided in
this section, and only if the institution
has certified to the department or
agency head that the research has been
reviewed and approved by an IRB pro-
vided for in the assurance, and will be
subject to continuing review by the
IRB. Assurances applicable to federally
supported or conducted research shall
at a minimum include: )

(1) A statement of principles govern-
ing the institution in the discharge of
its responsibilities for protecting the
rights and welfare of human subjects of
research conducted at or sponsored by
the institution, regardless of whether
the research is subject to federal regu-
lation. This may include an appro-
priate existing code, declaration, or

statement of ethical principles, or a
statement formulated by the Institu-
tion {tself. This requirement does not
preempt provisions of this policy appli-
cable to department- or agency-sup-
ported or regulated research and need
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NOL be appllecable Lo anl stiva. o a
empted or waivea under 397 101 .+ o
(1).

(2) Designation of one or nioie [His

established in accordance with the re-
quirements of this policy, uand for
Si provisions are 1nade for meeting
space and sufficient staff to support
the IRB’s review and recordkeeping du-
ties.

(3) A list of IRB members fdentified
5\ name; earned degrees; representa-
.:oﬁ_n< indications of 3:%13:.

ber's chlef anticipa
IRB deliberations; and
ment or

any employ-
other relationship between
each member and the institution; for
example: full-time employce, part-time

employee, member of governing pancl
or board, stockholder. paid or unpald
consultant. Changes in IRB member-
ship shall be reported to the depart.-
ment or agency head, unless in accord
with §97.103(a) of this policy, the exist-
ence of an HHS-approved assurance is
accepted. In this case, chiange in IRB
membership shall be reported to the
Office for Protection from Research
Risks, HHS.

(4) Written procedures which the IRB
will follow (i) for conducting its initial
and continuing review of research and
for reporting its findings and actions to
the investigator and the institution;
(11) for determining which projects re-
quire review more often than annually
and which projects need verification
from sources other than the investiga-
tors that no material changes have oc-
curred since previous IRB review; and
(1i1) for ensuring 3333 reporting to
the TRB of proposed ngeg {n a re-
search activity, and fov onasuring that
such changes in approvaed research,
during the period for which IRB ap-
proval has already been given, may not
be initiated without IRB review and
approval except when necessary to
eliminate apparent immediate hazards
to the subject.

(5) Written procedures for ensuring
prompt reporting to the IRB, appro-
priate institutional officials, and the
department or agency head of (i) any
unanticipated problems involving risks
to subjects or others or any serious or

, continuing noncompliance with this

2

&

policy or the requirements or deter-
minations of the IRB and (11, any sus-
pension or termiination of IRB ap-
proval.

(¢) The assurance shall be executed
by an individual authorized to act for
the Institution and to assume on behalf
of the institution the obligations {im-
posed by this policy and shall be filed
in such form and manner as the depart-
ment or agency head prescribes.

(d) The department or agency head
will evaluate all assurances submitted
in accordance with this policy tirough
sneh officers and employees of the de-
partiment or agency and such cxperts
or consultants engaged for this purpose
as the department or agency head de-
termines to be appropriate. The depart-
ment or agency head’'s evaluation will
take into consideration the adequacy
of the proposed TRB in light of the an-
ticipated scope of the institution’s re-
search activities and the types of sub-
ject populations likely to be involved,
the appropriateness of the proposed ini-
tial and continuing review procedures
in light of the probable risks, and the
size and complexity of the institution.

(e) On the basis of this evaluation,
the department or agency head may
approve or disapprove the assurance, or
enter into negotiations to develop an
approvable one. The department or
agency head may limit the period dur-
ing which any particular approved as-
surance or class of approved assurances
shall remain effective or otherwise
condition or restrict approval.

(f) Certification is required when the
research 18 supported by a federal de-
partment or agency and not otherwise
exempted or waived under §97.101 (b) or
(1). An institution with an approved as-
surance shall certify that each applica-
tion or proposal for research covered
by the assurance and by §97.103 of this
Policy has been reviewed and approved
by the IRB. Such certification must be
submitted with the application or pro-
posal or by such later date as may be
prescribed by the department or agen-
cy to which the application or proposal
is submitted. Under no condition shall
research covered by §97.103 of the Pol-

icy be supported prior to receipt of the

certification that the research has beeg
reviewed and approved by the IRB. Ins
stitutions without an approved assuxe

98

~application or proposal

ance covering the research shall certify
within 30 days after receipt of a request
for such a certification from the de-
partment or agency, that the applica-
tion or proposal has been approved by
the IRB. If the certification is not sub-
mitted within these time limits, the
may be re-
turned to the {nstitution.

(Approved by the Office of Management and
Budget under control number 9999-0020)

[56 FR 28012, 28021, June 18, 1491; 56 FR 29756,
June 28, 1991]

§397.104—97.108 ([Reserved]

§97.107 IRB membership.

(a) Each IRB shall have at least five
members, with varying backgrounds to
promote complete and adequate review
of research activities commonly con-
ducted by the institution. The IRB
shall be sufficiently qualified through
the experience and expertise of its
members, and the diversity of the
members, including consideration of
race, gender, and cultural backgrounds
and sensitivity to such issues as com-
munity attitudes, to promote respect
for its advice and counsel in safeguard-
ing the rights and welfare of human
subjects. In addition to possessing the
professional competence necessary to
review specific research activities, the
IRB shall be able to ascertain the ac-
ceptability of proposed research in
terms of institutional commitments
and regulations, applicable law, and
standards of professional conduct and
practice. The IRB shall therefore in-
clude persons knowledgeable in these
areas. If an IRB regularly reviews re-
search that involves a vulnerable cat-
egory of subjects, such as children,
prisoners, pregnant women, or handi-
capped or mentally disabled persons,
consideration shall be given to the in-
clusion of one or more individuals who
are knowledgeable about and experi-
enced in working with these subjects.

(b) Every nondiscriminatory effort

. .will be made to ensure that no IRB

consists entirely of men or entirely of
women, including the institution's con-

Li:slderation of qualified persons of both
4/ 86xes, 80 long as no selection {8 made

to the IRB on the basis of gender. No

#{IRB may consist entirely of members
1:0f one profession.

-

(¢ Each IRB shall 1nclude at least
one member whose primary concerns
are in scientific areas and at least one
member whose primary concerns are in
nonscientific areas.

(d) Each IRB shall include at least
one member who i8 not otherwise affili-
ated with the institution and who:is
not part of the immediate family of a
person who {8 affiliated with the :Eﬁ-...
tution. $--

(e) No IRB may have a member par-
ticipate in the IRB’s initial or continu-
ing review of any project in which the
mermber has a conflicting interest, ex-
cept to provide information requested
by the IRB.

(f) An IRB may, in {ts discretion, in-
vite individuals with competence in
special areas to assist in the review of
{ssues which require expertise beyond
or in addition to that available on the
IRB. These individuals may not vote
with the IRB.

§97.108 IRB functions and operations.

In order to fulfill the requirements of
this policy each IRB shall:

(a) Follow written procedures in the
same detail us described in §97.103(b)(4)
and, to the extent required by,
§97.103(b)(5).

(L) Except when an expedited review
procedure i{s used (see §97.110), review
proposed research at convened meet-
ings at which a majority of the mem-
bers of the IRB are present, including
at least one member whose primary
concerns are in nonscientific areas. In
order for the research to be approved,
it shall receive the approval of a ma-
jority of those members present at the
meeting.

$97.109 IRB review of research.

(a) An IRB shall review and have au-
thority to approve, require modifica-
tions in (to secure approval), or dias-
approve all research activities covered
by this policy.

(b) An IRB shall require that infor-
mation given to subjects as part of in-
formed consent {8 in accordance with
§97.116. The IRB may require that in-
formation, in addition to that specifi-
cally mentioned in §97.116, be given to
the subjects when in the IRB's judg-
ment the information would meaning-
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fully add to the protect:on of Lhe rights
and welfare of subjects

(c) An IRB shall require docune
tion of informed consent or may walve

documentation in accordance with
§97.137.

(dYyAs IRB shall n fnvestigators
and'the Institution in writing of {ts do-

cision to approve or drsapprove the pro
bommm research activity, or of modifica-
tions required to secure IRB approval
of the research activity. If the IRB de-
cides to disapprove a research activity,
it shall include in its written notifica-
tion a statement of the reasons for its
decision and give the investigator an
opportunity to respond in person or in
-writing.
-+ (@) An IRB shall conduct continuing
review of research covered by this pol-
~1cy at intervals appropriate to the de-
gree of risk, but not less than once per
year. and shall have authority to oh-
serve or have a third party observe the
consent process and the research.

(Approved by the Office of Management and
Budget under control nuinber 99993--0020)

'+$97.110 Expedited review procedures
for certain kinds of rescarch involv-
ing no more than minimal risk, and
for minor changes in approved re-
search.

(a) The Secretary, HHS. has estab-
lished, and published as a Notice in the
FEDERAL REGISTER, a list of categories
of research that may bhe reviewed by
the IRB through an expedited review
procedure. The list will be amended, as
appropriate after consultation with
other departments and agencies,
through periodic republication by the
Secretary, HHS, in the FEDERAL REG-
ISTER. A copy of the list is available
from the Office for Protection from Re-

search Risks, National Institutes of
Health, HHS, Bethesda, Maryland
20892.

(b) An IRB may use the expedited re-
'view procedure to review either or both
-of the following:

(1) Some or all of the research ap-
pearing on the list and found by the
reviewer(s) to involve no more than
minimal risk,

(2) . Minor changes in previously ap-
proved research during the period (of
-one year or less) for which approval is
-adthorized.

33 CFK Subliibe A (/1 v cJdifion)

Under an expedited review procedure,
the review may be carried out by the
IRB chairperson or by one or more ex-
perienced reviewers designated by the
chairperson from among members of
the IRB. In reviewing the research, the
reviewers may exercise all of the au-
thorities of the IRB except that tha re-
viewers may not disapprove the re-
search. A research activity may be dis-
approved only after review in accord-
ance with the non-expedited procedure
set forth in §97.108(b).

(¢) Bach IRB which uses an expedited
review procedure shall adopt a method
for keeping all members advised of re-
search proposals which have been ap-
proved under the procedure.

(d) The department or agency head
may restrict, suspend, terminate, or
choose not to authorize an fnstitu-
tion’s or IRB's use of the expedited re-
view procedure.

§987.111 Criteria for IRB approval of
research.

(a) In order to approve research cov-
ered by this policy the IRB shall deter-
mine that all of the following require-
ments are satisfled:

(1) Risks to subjects are minimized:
(1) By using procedures which are con-
sistent with sound research design and
which do not unnecessarily expose sub-
jects to risk, and (1) whenever appro-
priate, by using procedures already
being performed on the subjects for df-
agnostic or treatment purposes.

(2) Risks to subjects are reasonable
In relation to anticipated benefits, if
any, to subjects, and the importance of
the knowledge that may reasonably be
expected to result. In evaluating risks
and benefits, the IRB should consider
only those risks and benefits that may
result from the research (as distin-
guished from risks and benefits of
therapies subjects would receive even if
not participating in the research). The
IRB should not consider possible long-
range effects of applying knowledge
gained in the research (for example,
the possible effects of the research on
public policy) as among those research
risks that fall within the purview of its
responsibility.

(3) Selection of subjects is equitable.
In making this assessment the IRB
should take into account the purposes
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of the research and the setting in
which the research will be conducted
and should be particularly cognizant of
the special problems of research in-
volving vulnerable populations, such as
children, prisoners, pregnant women,
mentally disabled persons, or economi-
cally or educationally disadvantaged
persons.

(4) Informed consent will be sought
from each prospective subject or the
subject's legally authorized representa-
tive, in accordance wi th, and to the ex-
tent required by §97.116.

(5) Informed consent will be appro-
priately documented, in accordance
with, and to the extent required by
§97.117.

(6) When appropriate, the research
plan makes adequate provision for
monitoring the data collected to en-
sure the safety of subjects.

(7) When appropriate, there are ade-
quate provisions to protect the privacy
of subjects and to maintain the con-
fidentiality of data.

(b) When some or al} of the subjects
are likely to be vulnerable to coercion
or undue influence, such as children,
prisoners, pregnant women, mentally
disabled persons, or economically or
educationally disadvantaged persons,
additional safeguards have been in-
cluded in the study to protect the
rights and welfare of these subjects.

§97.112 Review by institution.

Research covered by this policy that
has been approved by an IRB may be
subject to further appropriate review
and approval or disapproval by officfals
of the institution. However, those offi-
clals may not approve the research if it
has not been approved by an IRB.

$97.113 Suspension or termination of
IRB approval of research.

An IRB shall have authority to sus-
pend or terminate approval of research
that is not being conducted in accord-
ance with the IRB's requirements or
that has been associated with unex-
pected serious harm to subjects. Any
Buspension or termination of approval
shall include a statement of the rea-
sons for the IRB's action and shall be
reported promptly to the investigator,
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§97.11
appropriate institutiona) otficials, an
the department or agency head: :

;E:,oéngasmo:_ooonzpuwnm
Budget under control number 9999-0¢

§97.114 Cooperative research. -

Cooperative research projects ar
those projects covered by this: polic
which involve more than one institu
tion. In the conduct of cooperative re
search projects, each institution is re
sponsible for safeguarding the right:
and welfare of human subjects and ‘fo;
complying with this policy. With the
approval of the department or agency
head, an institution participating in a
Cooperative project may enter into a
joint review arrangement, rely upon
the review of another qualified IRB, or
make similar arrangements for avoid-
ing duplication of effort.

§97.115 IRB records.

(a) An institutfon, or when appro-
pbriate an IRB, shall prepare and main-
taln adequate documentation of IRB
activities, including the following:

(1) Copfes of all research proposals re-
viewed, sclentific evaluations, if any,
that accompany the Proposals, ap-
proved sample consent documents,
progress reports submitted by inves-
tigators, and reports of injuries to sub-
jects,

(2) Minutes of IRB meetings which
shall be in sufficient detail to show at-
tendance at the meetings; actions
taken by the IRB; the vote on these ac-
tions including the number of members
voting for, against, and abstaining: the
basis for requiring changes in or dis-
approving research; and a written sum-
mary of the discussion of controverted
issues and their resolution.

(3) Records of continuing review ac-
tivities.

(4) Coples of all correspondence be-
tween the IRB and the investigators.

(5) A list of IRB members in the same
detail as described ig §97.103(b)(3).

(6) Written procedures for the IRB in
the same detail as described in
§97.103(b)(4) and §97.103(b)(5).

(7) Statements of significant new
findings provided to subjects, as re-
quired by §97.116(b)(5).

(b) The records required by this pol-
icy shall be retajned for at least 3
years, and records relating to research
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whichh 1s conducted shiaas Lo iotdiiicd
for at least 3 years after completion of
the research. All records shall be acces-
sible for inspection and copying by au-
thorized representatives of the depart-
ment. or agency al reusonable times
and’in a reasonable manner.

(Approved by the Office of Manayerment and
Budget under control number 9999-0020)

$97.116 Generul requirements for in-
formed consent.

Ioxeept as pro clocwh i L
policy, no investigator may involve a
human being as a subject in research
covered by this policy unless the inves-
tigator has obtained the legally etfec
tive informed consent of the subject or
the subject's legally authorized rep-
resentative. An investigator shall seek
such consent only under circumstances
that provide the prospective subject or
the representative sufficient oppor-
tunity to consider whether or not to
participate and that minimize the pus-
sibility of coercion our undue influcnce.
The information that i{s given to the
subject or the representative shall be
in language understandable to the sub-
ject or the representative. No informed
consent, whether oral or written, may
include any exculpatory language
through which the subject or the rep-
resentative is made to waive or appear
to waive any of the subject's legal
rights, or releases or appears to release
the investigator, the sponsor, the insti-
tution or its agents from liability for
negligence.

(a) Basic elements of informed con-
sent. Except as provided in paragraph
(¢) or (d) of this section, in seeking in-
formed consent the folicwing informa-
tion shall be provided to each subject:

(1) A statement that the study in-
volves research, an explanation of the
purposes of the research and the ex-
pected duration of the subject’'s partici-
pation, a description of the procedures
to be followed, and identification of
any procedures which are experi-
mental;

(2) A description of any reasonably
foreseeable risks or discomforts to the
subject;

(3) A description of any benefits to
the subject or to others which may rea-
sonably be expected from the research;

) A disclusure of appropriate alter-
native procedures or courses of treat-
ment, if any, that might be advan-
tageous to the subject;

(5) A statement describing the ex-
tent, if any, to which confidentiality of
records identifying the subject will be
maintained;

(6) For research involving more than
minimal risk, an explanation as to
whether any compensation and an ex-
planation as to whether any medical
treatments are availahble If ary oc-
curs and, If so, what they consist of, or
where further inforrnation may be ob-
tained;

(T An cxplanation of whom to con-
tact for answers to pertinent questions
about the research and research sub-
jects' rights, and whom to contact in
the event of a research-related injury
to the subject; and

(8) A statement that participation is
voluntary, refusal to participate will
involve no penalty or loss of henefits to
which the subject is otherwise entitled,
and the subject may discontinue par-
ticipation at any time without penalty
or loss of benefits to which the subject
is otherwise entitled.

(b) Additional elements of informed
consent. When appropriate, one or
more of the following elements of in-
formation shall also be provided to
each subject:

(1) A statemment that the particular
treatment or procedure may involve
risks to the subject (or to the embryo
or fetus, if the subject is or may be-
come pregnant) which are currently
unforeseeable;

(2) Anticipated circumstances under
which the subject’s participation may
be terminated by the investigator
without regard to the subject’'s con-
sent,

(3) Any additional costs to the sub-
ject that may result from participation
in the research;

(4) The consequences of a subject's
decision to withdraw from the research
and procedures for orderly termination
of participation by the subject;

(5) A statement that sigmificant new
findings developed during the course of
the research which may relate to the
subject’'s willingness to continue par-
ticipation will be provided to the sub-
ject; and
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(6) The approximate number of sub-
jects involved in the study.

(¢) An IRB may approve a consent
procedure which does not include, or
which alters, some or all of the ele-
ments of informed consent set forth
above, or walve the requirement to ob-
tain-informed consent provided the IRB
finds and documents that:

‘(1) The research or demonstration
project is to be conducted by or subject
to the approval of state or local gov-
ernment officials and s designed to
study, evaluate, or otherwise examine:
(1) Public benefit of service programs;
(11) procedures for obtaining benefits or
services under those programs; (iif)
possible changes in or alternatives to
those programs or procedures; or (iv)
possible changes in methods or levels
of payment for benefits or services
under those programs; and

(2) The research could not practica-
bly be carried out without the waiver
or alteration.

(@) An IRB may approve a consent
procedure which does not include, or
which alters, some or all of the ele-
ments of informed consent set forth in
this section, or waive the requirements
to obtain informed consent provided
the IRB finds and documents that:

(1) The research involves no more
than minimal risk to the subjects;

(2) The walver or alteration will not
adversely affect the rights and welfare
of the subjects;

(3) The research couid not practica-
bly be carried out without the waiver
or alteration; and

(49) Whenever appropriate, the sub-
Jects will be provided with additional
wwﬂnnuann Information after participa-

on.

(6) The informed consent require-
ments In this policy are not intended
to preempt any applicable federal,
state, or local laws which require addi-
tional information to be disclosed in
order for informed consent to be le-
gally effective.

(f) Nothing in this policy is intended
to limit the authority of a physician to
provide emergency medical care, to the
extent the physician is permitted to do
B0 under applicable federal, state, or

local law.
{Approved by the Office of Management and

Budget under control number 9999-0020)

§97.117 Documentation of informed.
consent. S

(a) Except as provided in vp_.wwa.wur
(c) of this section, informed consent
shall be documented by the use. of a
written consent form approved By’ the-
IRB and signed by the subject bt
subject's legally authorized re
tive. A copy shall be given to them:
son signing the form. o

(b) Except as provided in paragraph
(¢) of this section. the consent form
may be either of the following:

(1) A written consent document that
embodies the elements of informed
consent required by §97.116. This form
may be read to the subject or the sub-
ject’s legally authorized represents-
tive, but in any event, the investigator
shall give either the subject or the rep-
resentative adequate opportunity to
read it before it is signed; or

(2) A short form written consent doc-
ument stating that the elements of in-
formed consent required by §97.116
have been presented orally to the sub-
ject or the subject's legally authorized
representat{ve. When this method is
used, there shall be a witness to the
oral presentation. Also, the IRB shall
approve a written summary of what {s
to be sald to the subject or the rep-
resentative. Only the short form itself
s to be signed by the subject or the
representative. However, the witness
shall sign both the short form and a
copy of the summary, and the person
actually obtaining consent shal} sign a
copy of the summary. A copy of the
summary shall be given to the subject
or the representative, in addition to a
copy of the short form.

(c) An TRB may waive the require-
ment for the investigator to obtain a
signed consent form for some or all
subjects if it finds either:

(1) That the only record linking the
subject and the research would be the
consent document and the principal
risk would be potential harm resulting:
from a breach of confidentiality. Each
subject will be asked whether the sub-
ject wants documentation linking the
subject with the research, and the sub-
Ject’s wishes will govern; or

(2) That the research presents no
more than minimal risk of harm to
subjects and involves no procedures for

303



whilch willblell culiscill 1o
quired outside of the reseurch context.

In cases in which the documentation
requirement is waived, the IRB may re-
quire the investigator to provide sub-
jects with a written statamnent regard-
_:%wm research.

stuc lhiadly o

(Approved by the Oftice of Munagement and
Budget under control number 9999-0020)

$97. 118 Applications and proposals
lacking definite plans for involve-
ment of human subjects.

Certain  types of

applications  for
f.::?.. rative ;

mmo:Sm, with the i
jects may be involved within the period
of support, but definite plans would not
normally be sct forth in the applica-
tion or ‘proposal. These include activi-
ties such as institutional type grants
when selection of specific projects is

the institution's responsibility; re-
search training grants in which the ac-
tivities involving subjects remain to be
selected; and projects in which human
subject’s involvement will depend upon
completion of instrurnents, prior ani-
mal studies, or purification of com-
pounds. These applications need not be
reviewed by an IRB before an award
may be made. However, except for re-
search exempted or waived under
§97.101 (b) or (1), no human subjects
may be involved in any project sup-
ported DLy these awards until the
project has been reviewed and approved
by the IRB, as provided in this policy.
and certification submitted, by the in-
stitution, to the department or agency.

$97.119 Research undertaken without
the intention of involving human
subjects.

In the event resecarch is undertaken
without the intention of involving
human subjects. but it is later pro-
-posed to involve human subjects in the
research, the research shall first be re-
viewed and approved by an IRB, as pro-
vided in this policy, a certification sub-
mitted, by the institution, to the de-
partment or agency, and final approval
given to the proposed change by the de-
partment or agency.

§97.120 Evauluuation and disposition of
applications and proposals for re-
search to be conducted or sup-
ported by a Federal Department or
Agency.

The department or agency head will
evaluate all applications and proposals
involving human subjects submitted to
the department or agency through such

officers and employees of the depart-:
ment or agency and such oxvo.&!wna.

consultants as the department or agen-
cy head determines to be appropriate.
This evaluation will take into consid-
eration the risks to the subjects, the

macy of protection against these
5. the potential benefits of the re-
search to the subjects and ouliers, and
the importance of the knowledge

gained or to be gained.

(b) On the basis of this evaluation,
the department or agency head may
approve or disapprove the application
or proposal, or enter into negotiations
to develop an approvable one.

$¥97.121 [Reserved]

$97.122 Use of Federal Funds.

Federal funds administered by a de-
partment or agency may not be ex-
pended for research involving human
subjects unless the requirements of
this policy have been satisfied.

$97.123 Early termination of research
support: Evaluation of applications
and proposals.

(a) The department or agency head
may require that department or agency
support for any project be terminated
or suspended in the manner E.omonuon
in applicable program requirements

when the department or agency head;

finds an institution has materially
failed to comply with the terms of this
policy. ’

(b)Y In making decisions about sup-
porting or approving applications or
proposals covered by this policy the de-
partment or agency head may take
into account, in addition to all othe
eligibility requirements and program
criteria, factors such as whether the
applicant has been subject to a termis
nation or suspension under Epwsu
(a) of this section and whether the ap:
plicant or the person or persons whe

would direct or has have directed the:
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scientific and technical aspects of an
activity has have, in the judgment of
the department or agency head, mate-
rially failed to discharge responsibility
for the protection of the rights and
welfare of human subjects (whether or
not the research was subject to federal
regulation).

w.ww.&n.» ‘Conditions.

Mﬁg Hamvoon £0 ‘any research project
’class of nowom.nos projects the de-
rtment or pwg% head may impose

- additional conditions prior to or at the

time of approval when in the judgment
of the department or agency head addi-
tional conditions arc ne = for the
protection of human subjccts.

PART 98—STUDENT RIGHTS IN RE-
SEARCH, EXPERIMENTAL PRO-
GRAMS, AND TESTING

Sec.

98.1 Applicability of part.

88.2 Definitions.

88.3 Access to instructional material used
in a research or experimentation pro-
gram.

88.4 Protection of students' privacy in ex-
amination, testing, or treatment.

83.5 Information and investigation office.

98.6 Reports.

88.7 Filing a complaint.

96.8 Notice of the complaint.

98.9 Investigation and findings.

98.10 Enforcement of the findings.

AUTHORITY: Sec. 514(a) of Pub. L. 93-380, 88
Stat. 574 (20 U.8.C. 1232h(a)); sec. 1250 of Pub.
L. 95-561, 92 Stat. 2355-235 (20 U.S.C.

- .12320(b)); and sec. 408(a)(1) of Pub. L. 80-247,

tat, 560-660, as amended (20 U.S.C. 1221e-

ﬁ&bv 80¢. 414(s), of Pub. L. 96-83, 83 Stat.

- U.8.C." mﬁﬁpvv. unless otherwise

.mocwon" 49 FR wwuur Sept. 6, 1984, unless
otherwise noted.

§88.1 Applicability of part.
This part applies to any program ad-

Eﬂmgnoa by the Secretary of Edu-

¥ cation that:

5 (aX1) Was transferred to the Depart-
Boua by the Department of Education
deu»uwn_ou Act (DEOA); and

$i(2) Was administered by the Edu-

Qkou Division of the Department of

th, Education, and Welfare on the

E before the effective date of the
EDEOA; or

(b) Was enacted after the effective
date of the DEOA, unless the law en-
acting the new Federal program has-
the effect of making section 439 of the
General Education Provisfons Act in-
applicable.

(c) The following chart lists the P.En-
ed programs to which part 98 does uo...
apply as of February 16, 1984.

Name of program | Authorizing stalute _aﬁ!._.in
1. High School Section 418A of part-208.
Equivalency the Higher Edu-
Program and cation Act of
Coliege Assist- 1965 as amend-
ance Migrant ed by the Edu-
Program cahon Amend-
ments of 19680
(Pub. L. 96-374)
20U.S.C.
1070d-2).
2. Programs ad- The Rehabilitation
ministered by Act of 1973 as
the Commis- amended by
sioner of the Re- |  Pub. L. 95-602
habilitative Serv- (29 U.S.C. 700,
ices Administra- ol 5q.).
tion.
3. Collegs housing | Title IV of the pant 614
Housing Act of
1950 as amend-
ed (12 US.C.
1749, ot 36q.).

(Authority: 20 U.S.C. 1221e-3(a)(1), 1230, 1232h,
3487, 3507)

$98.2 ) Definitions.

(a) The following terms used in this
part are defined in 3¢ CFR part 77; *‘De-
partment,’ ‘‘Recipient,’” ‘*Secretary."”

(b) The following definitions apply to
this part: Act means the General Edu-
cation Provisions Act.

Office means the information and 5-‘
vestigation office specified in §98.5, -

(Authority: 20 U.S.C. HBF&EQQV :

§98.3 Access to Enaozog -B\o
used in a research or experimen-
tation program.

(a) All instructional material—in-
cluding teachers' manuals, films, tapes,
or other supplementary instructional.
material—which will be used in con-
nection with any research or experi--
mentation program or project shall be
available for Inspection by the parents:
or guardians of the children engaged F
such program or project.

(b) For the purpose of this part re-
search or experimentation program or
project means any program or project
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