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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 821 

[Docket No. 91N-0296]

Medical Devices; Device Tracking; 
Opportunity for Comments

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule; opportunity for 
comments.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing an 
opportunity for public comments on the 
final rule on device tracking, which is 
published elsewhere in this issue of the 
Federal Register. The revised device 
tracking proposed rule became final on 
November 2 9 ,1 9 9 2 , by operation of the 
Medical Device Amendments of 1992 
(the 1992 Amendments). Although not 
required to do so, FDA realizes that 
there may be issues not previously 
considered, such as technical issues on 
specific provisions, and therefore is 
providing this additional time for 
comment. If changes are warranted by 
comments, FDA will make further 
changes in the rules.
DATES: Written comments by September
1 5 ,1 9 9 3 .
ADDRESSES: Submit written comments 
to the Dockets Management Branch 
(HFA—305), Food and Drug 
Administration, rm. 1 -2 3 ,1 2 4 2 0  
Parklawn Dr., Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT: 
Joseph M. Sheehan, Center for Devices 
and Radiological Health (H FA -84),
Food and Drug Administration, 2098 
Gaither Rd., Rockville, MD 20850, 3 0 1 -  
594-4765 .
SUPPLEMENTARY INFORMATION: The 
SMDA included provisions requiring 
FDA rulemaking to require that 
manufacturers track certain devices 
from their establishments through the 
distribution chain to the patients using 
the devices. Among these provisions 
were statutory deadlines that were later 
revised by the 1992 Amendments. The 
device tracking and statutory deadline 
provisions are discussed in detail in  the 
preamble to the final rule on device 
tracking published elsewhere in this 
issue of the Federal Register.

FDA has already provided 
opportunities for public comment on 
the proposal that preceded the rule 
published today as required by the 
Administrative Procedure Act. Although 
FDA is allowing additional comments 
on this rule, this action is in no way

required by the Administrative 
Procedure Act. FDA is not interested in 
receiving comments that it has already 
received and considered. Although the 
agency does not believe that any public 
purpose would be served by reopening 
for further com ment at this time the 
issues already addressed in the final 
rule being published, FDA recognizes 
that in any rulemaking there w ill be 
technical issues involving specific 
provisions. Therefore, the agency is 
providing 30 days for comment on this 
final rule on such issues. Comments 
should be identified with the docket 
number found in brackets in the 
heading of this document. FDA w ill 
publish additional changes in the final 
rule if  com ments bring to FDA’s 
attention an issue, not already 
considered, that warrants revision.

III. Opportunity for Comments
Under 21 CFR 10.40(e), an 

opportunity for com ment on this final 
rule is being provided. Interested 
persons may, on or before September 15, 
1993, submit to the Dockets 
Management Branch (address above) 
written com ments regarding this final 
rule. Two copies o f any com ments are 
to be submitted, except that individuals 
may submit one copy. Comments are to 
be identified w ith the relevant docket 
number found in the heading of the 
document. Received com ments may be 
seen in the office above between 9 a.m. 
and 4 p.m., Monday through Friday.

This document is  issued under the 
authority of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 331, 351, 352,

‘ 360, 360e, 360h, 360i, 371, and 374) and 
under authority delegated to the 
Commissioner o f Food and Drugs.

Dated: July 30,1993.
Michael R. Taylor,
Deputy Commissioner for Policy.
[FR Doc. 93-19473 Filed 8-11-93; 11:23 am] 
BILUNG CODE 4160-01-F

21 CFR Part 821 

[Docket No. 91N-0296]

Medical Devices; Device Tracking

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule; suspension of 
effective date; notification of status 
under the Safe Medical Devices Act; 
technical amendments.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that it is suspending the effective date 
of the final rule on device tracking that 
appeared in the Federal Register of May

2 9 ,1 9 9 2 , until August 2 9 ,1 9 9 3 . The 
agency is also announcing that the 
revised proposed rule is now a final rule 
by operation of law. Further, the agency 
is amending the regulations to make 
certain technical amendments. This 
action is being taken to implement 
requirements of the Safe Medical 
Devices Act of 1990 (the SMDA) and the 
Medical Device Amendments of 1992 
(the 1992 amendments).
EFFECTIVE DATE: August 2 9 ,1 9 9 3 . 
ADDRESSES:

Submit information concerning the 
distribution of tracked devices for sale 
or rental to: Joseph M. Sheehan, Center 
for Devices and Radiological Health 
(H FZ-84), Food and Drug 
Administration, 2098 Gaither Rd., 
Rockville, MD 20850.

Submit other information to Dockets 
Management Branch (H FA -305), Food 
and Drug Administration, rm. 1 -2 3 , 
12420 Parklawn Dr., Rockville, MD 
20857.
FOR FURTHER INFORMATION CONTACT: 
Joseph M. Sheehan, (address above), 
3 0 1 -5 9 4 -4 7 6 5 .

SUPPLEMENTARY INFORMATldN:

I. Background
A. Original Statutory Deadlines

The SMDA (Pub. L. 101-629), which 
becam e law on November 2 8 ,1 9 9 0 , 
added section 519(e) (21 U.S.G. 360i(e)) 
to the Federal Food, Drug, and Cosmetic 
A ct (the act). Section 519(e) o f the act 
requires that manufacturers track certain 
devices from the manufacturer through 
the distribution chain to the patient 
using the device. Under section 519(e) 
o f the act, manufacturers must track life-; 
supporting or life-sustaining devices 
that are used outside a device user 
facility and permanently implantable 
devices, i f  the failure of these devices 
would be reasonably likely to have 
serious adverse health consequences. 
Section 519(e) of the act also gives FDA 
the authority to designate other devices 
to be subject to tracking.

Section 3(c) of the SMDA required 
FDA to issue proposed regulations 
implem enting section 519(e) of the act 
w ithin 9  m onths o f the enactment date 
o f the SMDA (i.e., by August 28,1991). 
Section 3(c)(2) o f the SMDA required 
FDA to issue final device tracking 
regulations not later than 18 months 
after the enactm ent date of the SMDA 
(i.e., by May 2 8 ,1 9 9 2 ). If the agency did 
not issue final regulations by May 28, 
1992, section 3(c)(2) o f the SMDA 
provided that there was good cause to 
consider the agency’s proposed 
regulations as the final regulations on 
that date, to protect the health of



Federal Register / Vol. 58, No. 156 / Monday, August 16, 1993 / Rules and Regulations 4 3 4 4 3

patients using devices required to be 
tracked.

In the Federal Register of March 27, 
1 9 9 2 0 7  F R 10702), FDA published a 
proposed rule to implement tracking.
The period for submitting com ments in 
response to the M arch 2 7 ,1 9 9 2 , 
proposal closed on May 2 6 ,1 9 9 2 . By 
May 1 5 ,1 9 9 2 , the agency had received 
over 400 com m ents and expected to 
receive more com ments before the close 
of the comment period. These 
comments raised significant issues, 
including: (1) The rationale for the May
28.1992, effective date o f any final rule; 
(2) the need to  clarify tracking 
requirements for imported and exported 
devices; (3) the proposed rule’s  
prohibition against shipping tracked 
devices to distributors who failed to 
keep or provide tracking information;
(4) objections to many devices identified 
as types o f devices requiring tracking;
(5) the data requirements; and (6) 
reporting timeframes and costs that 
were alleged, respectively, to be too 
short and too low in estimates. (See 57 
FR 22971 through 22976, May 2 9 ,1 9 9 2 .)

In response to these concerns, FDA 
revised the M arch 2 7 ,1 9 9 2 , proposed 
rule, and on May 2 7 ,1 9 9 2 , the agency 
issued, put on public display, and filed 
in the public administrative record in 
the FDA’s Dockets Management Branch, 
a revised proposed rule that withdrew 
the March 2 7 ,1 9 9 2 , proposed rule and 
set forth revised proposed regulations 
lor tracking medical devices. On May
28.1992, the agency issued, put on 
public display, and filed in the public 
administrative record, a notice that the 
proposed regulations issued the day 
before had becom e thé final regulations 
on that date, by operation of section 3(c) 
of the SMDA. T h e agency also issued 
the revised tracking regulations as a 
final rule. In an attempt to  promote 
public understanding of the final rule 
status of the May 2 7 ,1 9 9 2 , revised 
proposed rule, FDA published both the 
May 27 ,1992 , revised proposed tracking 
role and the May 2 8 ,1 9 9 2 , final tracking 
role in the Federal Register o f May 29, 
1992 (57 FR 2 2971 ,22966 ).

In the May 2 7 ,1 9 9 2 , revised proposed 
role, FDA made the following changes 
from the March 27 proposal:

1- A new provision was added to 
allow affected parties to  apply for 
demotions and variances from the rule.

2. FDA announced that it would 
handle any request for premarket

; clearance needed to com ply with the 
role in an expedited manner, i f  the 
'fêquest was submitted by November 1,

[ *992*
3. FDA made d ear that it was not 

accessary to track exported devices once 
they left the United States.

4 . FDA removed from the regulation 
the provision w hich stated that 
manufacturers would be required to 
stop shipping to distributors who were 
not complying with the tracking 
requirements. Manufacturers would 
nevertheless be responsible for taking 
reasonable steps to ensure com pliance 
by distributors.

5. Under the original proposal, 
manufacturers would have been 
responsible for establishing a tracking 
system that would have enabled them to 
provide nam es and addresses to FDA 
within 3 working days o f a request. T he 
revised proposal provided that 
manufacturers would have to provide 
distributor information w ithin 3  days 
and patient information within 10 
working days.

6 . T he March 2 7 ,1 9 9 2 , proposal 
would have required manufacturers to 
conduct an audit o f their tracking 
system every 6  months. In response to 
com ments objecting that th is propose«! 
requirement w as unnecessarily 
burdensome, FDA changed it in  the May
2 9 ,1 9 9 2 , proposal to require an audit 
every 6  m onths for tbe first 3  years for 
which a device is  tracked and annually 
thereafter.

7. FDA clarified that in itial importers 
are responsible for establishing tracking 
system s for imported devices.
. 8. In addition, FDA made a number o f 
revisions in the illustrative list o f 
’devices subject to  tracking.

B. The 1992 Amendm ents
On June 1 6 ,1 9 9 2 , the 1992 

amendments (Pub. L. 1G2-3Q0) becam e 
law. The 1992  amendments modified 
certain provisions o f the SMDA that 
dealt w ith device tracking, postmarket 
surveillance, and distributor and user 
reporting o f device-associated serious 
injuries. T he 1992 amendments 
modified the device tracking provisions 
o f the SMDA to: (1) Change the previous 
May 2 8 ,1 9 9 2 , deadline for issuing final 
tracking regulations; (2) clarify the date 
on w hich section 519(e) of the act 
becom es effective; and (3) make the 
regulation w hich became final by 
operation of the SMDA on May 28,
1992, a proposed regulation.

Section 2(a)(1) of the 1992 
amendments amended section 3(b)(3) o f 
the SMDA to  make the tracking 
requirem ents o f section 519(e) o f the act 
effective upon the expiration o f 9  
months after the issuance o f final 
im plem enting regulations. T he previous 
wording o f section 3(b)(3) had not set a 
specific effective date for the 
regulations.

Section 2(a)(2)(A) and (a)(2)(B) o f the 
1992  am endm ents amended section 3(c) 
o f the SMDA to extend the tim e for FDA

to issue a final rule until November 28 , 
1992, and to provide that if FDA had not 
yet issued a final rule by then, the 
revised proposed rule would become 
the final rule on November 2 9 ,1 9 9 2 , to 
becom e effective, as noted above, on 
August 2 9 ,1 9 9 3 , Because of the 
statutory mandate of the 1992 
amendments, the agency is suspending 
the effective date o f the revised 
proposed rule (now transformed into a 
final rule again by operation of the 1992 
amendments) until August 2 9 ,1 9 9 3 . 
Elsew here in th is issue o f the Federal 
Register, FDA is also issuing 
amendments to  the illustrative list of 
tracked devices (2 1 CFR 821 .20(b)) end  
the list o f designated devices (21 CFR 
821.20(c)).

II. Comments
FDA received more than 1,700 

com ments on the March 2 7 ,1 9 9 2 , 
proposed rule and the subsequent 
revised proposed rule. Most o f these 
com m ents requested the deletion o f 
various devices from the illustrative list 
o f devices subject to  tracking. As noted 
above, these com m ents are discussed 
elsewhere in this issue o f the Federal 
Register. In addition, comments 
proposed the use o f  social security 
numbers as a primary method of 
tracking, w hile other comments filed by 
distributors took issue with 
requirem ents that distributors open 
their records to audit by manufacturers. 
FDA notes that, to the extent that the 
preambles to the proposed and revised 
proposed rules discuss requirements of, 
or com m ents on, th is final rule, these 
preambles still provide useful guidance.

As described below, after reviewing 
the major com m ents on the revised 
proposed ru le, FDA determined that 
they did not raise issues that warrant 
further changes beyond those already 
included in the final ru le published on 
May 2 9 ,1 9 9 2 . Accordingly, FDA 
believes it is  appropriate that the final 
rule o f May 2 9 ,1 9 9 2 , w hich the 1992 
amendments had transformed into a 
proposed rule, becom e a final rule by 
operation of law under the “hammer” 
provisions o f the 1992 amendments. 
Despite the statutory “hammer,” 
however, the agency has decided to 
respond to the most significant 
comments in order to com m unicate its 
view s to  the industry and the public. 
FDA also intends to  issue a question 
and answer docum ent to  clarify certain 
issues regarding the tracking 
requirements.

A. Social Security Numbers
One com ment by a trade association 

suggested an alternative method o f 
tracking permanently implantable
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devices. The comment suggested that, 
for implantable devices, manufacturers 
obtain at the time of implantation the 
name, address, and social security 
number of the patient and the name and 
address of the implanting physician. 
Patients who choose not to provide their 
social security number would be given 
the option of electing not to be tracked 
or taking change of address cards to be 
sent to the manufacturer when they 
move. At the time of a recall or patient 
notification, manufacturers would use 
Internal Revenue Service (IRS) and 
Social Security Administration (SSA) 
data bases to obtain updated addresses. 
The comment explained that, if this 
mechanism were employed, 
manufacturers would not need to keep 
patient addresses up-to-date on a regular 
basis. The comment stated that this 
approach would be more efficient and 
cost-effective than the one proposed by 
FDA and would be less intrusive upon 
patients as there would be no need to 
constantly contact them to keep their 
addresses up-to-date. The comment 
acknowledged that legislation would be 
required to enable manufacturers to 
have access to IRS data bases.

FDA is open to the potential for 
utilizing data bases that could add 
efficiency to the tracking process while 
meeting the goal of an effective tracking 
system. FDA is concerned, however, 
that neither the SSA nor IRS data bases 
were designed for this purpose. The IRS 
data base is limited to persons within 
specified income levels, while the SSA 
data base is limited to social security 
beneficiaries. Moreover, as noted in the 
comment, these data bases cannot be 
used to track medical devices without 
legislation. Due to these limitations, 
such alternatives remain unavailable as 
regulatory options at this time. 
Nevertheless, FDA encourages 
interested parties to further explore and 
study additional options to the present 
regulations to determine if there are 
alternative effective means of 
accomplishing the goal of section 519(e) 
of the act—prompt and complete 
notification and recalls.
B. Distributor Records

Comments from distributor and 
supplier associations and from parties 
involved in renting devices raised 
questions concerning the information 
that distributors, final distributors, and 
multiple distributors are required to 
report to manufacturers and make 
available to manufacturers during audits 
under new § 821.30.

Some comments maintained that the 
identity of purchasers constitutes end- 
user sales information and that 
disclosure to manufacturers of

information such as a list of customers 
or patient users of devices would enable 
manufacturers to compete with 
distributors for sale directly to patients 
and physicians.

Certain comments also claimed that 
the exact number and identity of 
devices and the sources from which the 
devices are received are proprietary 
information when devices are 
purchased from brokers and customers 
of manufacturers rather than from the 
manufacturers themselves. According to 
these comments, disclosure of such 
information would enable 
manufacturers to exert pressure on these 
sources to eliminate the middle man. 
Comments also maintained that 
disclosing the location of devices, when 
one firm leases devices to another firm 
that further rents the devices, would 
provide manufacturers with the identity 
of customers with whom manufacturers 
can deal directly. Finally, comments 
also objected, to provisions in 
§ 821.30(c)(3) that require distributors, 
final distributors, and multiple 
distributors to allow manufacturers to 
audit this distribution information.

Some comments suggested that 
distributors could certify compliance 
with tracking requirements in lieu of 
providing the actual information to 
manufacturers; provide information 
only to FDA, if it is considered 
commercial and confidential; and 
restrict auditing of such information, 
except by FDA.

FDA recognizes that there may be 
ways to ensure effective tracking other 
than that set out in this regulation. 
However, to the extent the comments 
suggested that FDA be the repository of 
the tracking information, this is not an 
appropriate agency function, nor does 
the agency have the resources to bear 
the responsibilities this activity would 
impose.

With respect to the other options 
raised by the comments, FDA notes that 
it will accept for review under § 821.2, 
petitions for exemptions and variances 
that accommodate distributors’ concerns 
about reporting purportedly proprietary 
information to manufacturers. It may be 
appropriate, for example, in certain 
instances, for a distributor to carry out 
the tracking responsibilities of a device 
on the manufacturer’s behalf. However, 
FDA emphasizes that these alternative 
proposals must ensure that effective 
tracking is conducted and that all 
necessary information is collected and 
maintained in accordance with the 
tracking regulations. Moreover, that the 
person submitting the petition would 
need to take full legal responsibility for 
this task. FDA has added a reference to 
the availability of procedures for

petitions for exemption or variance in 
§§821.25 and 821.30 for clarification.

With respect to comments on patient 
or physician names, FDA believes that I 
this information is necessary for 
effective tracking. FDA believes that 
there could not be effective tracking of 
devices unless there are records on the 
final purchaser of a device. Indeed, it 
was the lack of this very informatidn for 
a defective heart valve that prompted 
the enactment of section 519(e). Thus 
this information must be part of the 
tracking.

On the issue of audits, FDA wishes to 
make clear to both manufacturers and 
distributors that the records that 
manufacturers may audit (in the event 
there is no exemption or variance in 
place from the audit requirement) are 
only those records that contain the 
information that must be reported to the 
manufacturer under part 821 and 
nothing more. Thus, under 
§ 821.30(c)(3), a manufacturer is not 
entitled to ask for or to see any other 
information or records. FDA notes that, 
if the information subject to audit 
(which should have been reported 
already to the manufacturer) is kept 
interspersed with other information, 
distributors can reorganize their 
recordkeeping systems to avoid making 
more information available to 
manufacturers.

FDA also believes that comments 
from persons involved in renting 
devices have raised issues in the context 
of commercial arrangements and 
schemes that need to be more fully 
examined and taken into account by the 
agency in order to ensure effective 
tracking. These arrangements and 
schemes include the refurbishing, 
repurchase, remarketing, transfer, or 
exchange of new and used tracked 
devices, the multi-tiered rental of 
devices and the management of rental 
devices by persons not owning them. 
Consequently, the agency is soliciting 
the submission of information on: (1) 
How tracking requirements affect firms 
engaged in such practices as the 
refurbishing, repurchasing, remarketing, 
transfer or exchange of new and used 
tracked devices for the purpose of sale 
or rental and in the multi-tiered rental 
of devices by more than one company 
and the management of rental devices 
by firms that do not own the devices; (2) 
the types and numbers of tracked 
devices that are subject to such 
practices; and (3) the numbers of 
brokers, distributors, financial 
institutions, and other types of firms 
involved in such practices. This 
additional information will assist the 
agency in determining whether FDA 
should consider modifying its
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requirements for tracking sometime in 
the future.
C. Exemptions and Variances:
Premarket Clearance

Because of the change in effective 
dates as a result of the 1992 
amendments, FDA is revising the dates 
in new § 821.2(d). Under the final rule, 
if a petition under new § 821.2 is 
received by August 29,1993, FDA will 
approve or disapprove the petition in 60 
days or extend die effective date of the 
regulation for the device that is the 
subject of the petition.

Similarly in the preamble to the 
revised proposed rule, FDA stated that 
it would provide for expedited review of 
510(k)’s or PMA supplements that are 
required to comply with this regulation 
if the submission is made by November
1,1992. This date is also changed to 
August 29,1993. To ensure prompt 
attention, each of these submissions 
should be clearly marked “Tracking 
510(k)” or “Tracking PMA,” as 
appropriate.
D. Effect on Other Requirements

Finally, FDA wishes to make clear 
that this tracking regulation has no 
effect on other statutory or. regulatory 
requirements, e.g., MDR obligations 
under 21CFR part 803 or investigational 
device exemption (IDE) requirements 
under 21 CFR part 812. FDA believes it 
needs to emphasize this point because 
comments made to CDRH’s Medical 
Device Administration and Monitoring 
Branch and Office of Device Evaluation 
indicate that some interested persons 
Believe, incorrectly, that FDA’s 

i promulgation of certain tracking 
[ definitions (e.g., “serious adverse health 
consequences” and “permanent 

[ implant”) have somehow narrowed the 
scope of the agency’s MDR regulations 

803) or IDE regulations (part 812). 
FDA advises that the scope of the 

tacking regulation is not synonymous 
with that of either the MDR or the IDE 
mgulation (or any other FDA 
regulation). These regulations originate 
^different statutory sections, serve 
[different functions, and use different 
terminology, and, therefore, each 
[®8ulation has its own scope as reflected 

;®the pertinent regulatory definitions, 
the tracking regulation does not modify 

alter any obligations imposed under 
: statutory or regulatory
[ fcquirements, and industry may not rely 
i °n hacking definitions to evade other 
statutory or regulatory requirements.

[ Environmental Impact
agency has determined under 21 

R 25.24(a)(8) that this action is of a 
iype that does not individually or

cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required. <
IV. Economic Impact

In conjunction with the agency’s 
initial issuance of a proposed rule 
establishing tracking requirements for 
medical devices (57 F R 10702, March 
27,1992), FDA placed on file at the 
Dockets Management Branch a copy of 
the agency’s “Threshold Assessment of 
the Impact of Requirements For Medical 
Device Tracking (Second Version).”

Taking into account: (1) FDA’s 
withdrawal of the March 27,1992, 
proposed rule and the agency’s 
reproposal of a device tracking 
regulation containing revised 
requirements and revised illustrative list 
of devices subject to tracking (57 FR 
22971, May 29,1992), (2) comments 
received on the estimated costs to 
industry of the agency’s March 27,1992, 
and May 29,1992, proposed tracking 
regulations, and (3) revisions to the 
illustrative list of devices subject to ' 
tracking and the clarifications in this 
preamble, FDA has examined the 
economic impact of the final tracking 
regulation and assessed the extent to 
which the final rule would have an 
effect upon small business entities in 
accordance with the economic 
requirements of Executive Order 12291 
and the Regulatory Flexibility Act (Pub 
L. 96-354). The agency concludes that 
the rule is not a major rule as defined 
in Executive Order 12291. Further, the 
agency certifies that the rule, if 
implemented, will not have a significant 
economic impact on a substantial 
number of small entities, as defined in 
the Regulatory Flexibility Act.

This regulation will require 
manufacturers of specific devices to 
develop, document, and operate a 
tracking system that will allow them to 
quickly notify all distributors, health 
professionals, or patients of a recall or 
the existence of a serious health risk. 
Each manufacturer must be able to track 
each device throughout the distribution 
system all the way to the patient. 
Distributors, including hospitals, 
licensed practitioners, and rental 
companies, all have to cooperate for the 
tracking systems to work. Lists of 
patients and/or distributors must be 
“audited” on a half-yearly basis for the 
first 3 years and annually thereafter. The 
agency considers 23 device types to be 
subject to tracking at this time. Because 
most of the included devices are critical 
devices, the manufacturers of these 
devices already have to track the 
devices to the first consignee (at least)

under the CGMP regulations. Some 
manufacturers have indicated to the 
agency that they already have tracking 
systems that track the devices even 
further through the distribution system. 
For permanent implants, the registry of 
current patients will have to be 
maintained on an ongoing basis. For 
those life-sustaining and life-supporting 
devices used outside of a device user 
facility (e.g., an apnea monitor used at 
home after a high-risk infant leaves the 
hospital), each device will be tracked to 
the last purchaser or patient possessing 
the device. Thus, if a device is rented to 
several patients over its lifetime, 
tracking by manufacturers is required 
only to the level of the multiple 
distributor (the last purchaser . 
possessing the device) until it becomes 
necessary to determine the patient 
currently using the device. Based on the 
cost analyses below, the economic 
impact on industry will not exceed the 
$100 million threshold established 
under Executive Order 12291. The 
estimated average annual cost of 
medical device tracking during the first 
8 years following the effective date of 
this regulation is $40.2 million. The cost 
is made up of two parts: $37.8 million 
to track the 19 permanent implants, and 
$2.4 million to track the 4 devices used 
outside of device user facilities. In 
addition, the agency estimates that there 
would be a $3.6 million one-time cost 
to set up the tracking systems.

Because of the limited number of 
devices affected by this regulation, 
relatively few manufacturers will be 
affected. Thus, the costs discussed 
above affect a relatively small number of 
manufacturers. The overall cost impact 
is about $176,000 per manufacturer per 
year ($40.2 million divided by 228 
manufacturers), on the average. This 
overall average cost impact is somewhat 
misleading, however. Four of the 
implanted devices, vascular grafts, 
pacemakers, pacemaker leads and heart 
valves account for 70 percent of the 
implantations done annually. These 
“big four” devices are made by 52 
manufacturers. The cost of tracking 
these four devices is estimated to be 
$26.3 million per year. Thus, the 
average impact on each of the 52 “big 
four” device manufacturers is $506,000. 
The average cost impact on the 
remaining 176 manufacturers, after 
considering separately the impact on the 
52 “big four” device manufacturers, is 
about $79,000 per manufacturer ($40.2 
million-$26.3 million = $13.9 million + 
176 = 79,000).

FDA has received comments 
presenting a wide variety of cost 
estimates for tracking permanent 
implants. A system used by a pacemaker
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manufacturer has been operating for 
many years with an annual cost erf 
under $5 per patient. Annual exists for 
systems updated through the periodic 
sending of post cards or letters have 
ranged from $10 to $20 per patient per 
year, after an initial registration cost per 
patient ranging from $20 to $50. Other 
industry estimates were $60 to $80 to 
track a patient with an implant for the 
life of the device in the patient.

The agency does not know the average 
time that devices will be tracked. Five 
years was mentioned as a reasonable 
lifetime estimate by those in the agency 
most familiar with the frequently-used 
implants. Over 60 percent of the “big 
four” implants are implanted into the 
elderly; some implants, such as breast 
implants, are implanted into younger 
patients, and would be expected to be 
tracked for more than 20 or 25 years. For 
this economic assessment, FDA 
estimated that 8  years might be the 
average time that a manufacturer might 
need to track an implant. The 
requirement is for the life of the device 
or the life o f the patient, whichever is 
shorter.

The costs of tracking a patient over 
time depend on the approach taken.
One approach is to use a system that has 
an» initial registration of a patient at the 
time of implant and then uses a periodic 
follo wup mechanism (such as a post 
card, tetter, or phone call) to update 
names and addresses. Another approach 
uses a health care professional (usually 
a physician) who remains in periodic 
contact with his/her patient to update 
the information. Still another approach 
is to make use of extant data bases 
(usually via a contractor) such as those 
of credit bureaus, motor vehicle 
registrations, etc. Still another system, 
which is  discussed earlier in this 
preamble and which would require the 
passage of enabling legislation, would 
use one or more national data bases, 
such as the IRS or SSA data bases. The 
first-mentioned approach is referred to 
as the “more expensive** approach; the 
methods using health professional or 
existing data bases are referred to as the 
“cheaper” approaches;

The cost of tracking a device was 
estimated using a present value- 
approach. This approach attributes the 
present value of the entire cost to track 
the device over its lifetime to the year 
in which the device is implanted. Thus 
a stream of 8-$10 per year payments 
would equal some number less than $80 
($10 times 8  years) because the 
payments in the out years would be 
worth less than current dollars. Using 
the average of the $10 and $20 per year 
estimates ($15) for the estimated average 
time period (8 years) produces a present

value of $88 for the tracking costs over 
the device’s lifetime for those devices 
utilizing the more expensi ve system, if  
it is forth«» assumed that for 30 percent 
of the implants the cheaper system is 
used, and that for the remaining 70 
percent the more expensive 'system is 
used, the average cost ta track is $70. 
This value is consistent with the 
industry-estimated range of $50 to $80 
cited earlier.

F or the average implant covered by 
the tracking regulations, the unit cost is 
estimated to increase by $70. The cost 
of a device used outside of the device 
user facility is estimated to increase by 
about $12. The general range of costs for 
these devices is $100 to $13,000 so the 
increase in unit costs will be; significant 
for some devices.

The cost of a device is-usually viewed 
irrthe context o f the cost of the medical 
procedure, however. Based on limited 
data, the costs of the medical 
procedures associated with the 
permanently implanted devices are- 
generally over $2,000, end range up* to 
$25,000. It does not appear that this 
regulation will have a significant 
economic impact on the cost of the 
procedure, even though, fora few” 
devices, their costs will be significantly 
increased, hr the short-run, hospitals 
and/or patients may have to absorb 
some of the device cost increases 
because it will take some time for the 
device cost increases to be foe hided in 
the diagnosis related group (DUG) 
reimbursement or third party insurance 
payment amounts. The demand for the 
types of procedures using implants is 
thought to be very inelastic. Thus; the 
agency expects that, because there 
would be only a very small decrease in 
the number of procedures due to the 
price increase, eventually the costs 
would be included in the applicable 
reimbursement or payment system.

The percent of small manufacturers in  
the medical device industry (those with 
fewer than 50 employees) is  65 percent. 
The percent of smaH manufacturers of 
the “big four” implants is 46 percent (24 
of 52). Thus,, the manufacturers most 
affected by the tracking requirements „ 
tend to be larger than die medical 
device manufacturer population in 
general.

However, as shown- above, the cost 
impact per manufacturer is considerable 
for these 52 manufacturers. There are at 
least two tracking approaches that FDA 
believes manufacturers will be able to 
use, and one o f the- approaches is 
substantially less expensi ve than the 
other. The more expensive approach 
uses the active involvement of the 
manufacturer to register and then 
periodically update the data base. The

cheaper approach is to either rely on a 
health professional to provide the 
updated information or to rely on 
existing data bases (e.g„ credit bureaus, 
motor vehicle registrations), to update 
patient location. The cheaper approach 
is being used by some manufacturers of 
pacemakers and pacemaker leads (and 
perhaps other devices). About half of 
the 52 manufacturers make these 2 
device types and about half of them are 
small. Thus, many of the small 
manufacturers affected by the regulation 
should be able to use a cheaper 
approach. Only a dozen or so small 
manufacturers may have to use a more 
expensive tracking system. In spite of 
this flexibility, some manufacturers, 
both large and small, may have 
difficulty in passing on some or all of 
the costs of tracking. Although the costs 
of the regulation may influence attrition 
or consolidation among device 
manufacturers, the number of small 
manufacturers significantly affected by 
the regulation is relatively small. The 
agency, therefore, certifies that this 
regulation does not have a significant 
impact on a substantial number of small 
entities.
V. Paperwork Reduction Act of 1980

This final rule contains information 
collections which are subfeet to review 
by the- Office of Management and 
Budget (OMB) under the Paperwork 
Reduction Act of 1980 (44 U.S.C. 
chapter 35). The title, description, and 
respondent description of the 
information collection are shown below 
with an estimate of the annual reporting 
and recordkeeping burden. Included in 
the estimate is the time for reviewing 
requirements and instructions, 
searching existing sources of 
distribution data, gathering and 
maintaining the data needed, and 
completing and reviewing the collection 
of information.

Title: Medical Devices; Devices 
Tracking.

Description: FDA is proposing to 
implement the device tracking 
requirements of section 519(e) of the ad I 
as added to the act by section 3{bH'l) 
the SMDA (Pub. L. 101-629) and as 
revised by the Medical Devices 
Amendments of 1992.

The agency is requiring 
manufacturers, including repackers, 
relabelers, importers and others, of I 
devices the failure @£ which would be 
reasonably likely to have serious 
adverse health consequences, if the 
devices either are permanently 
implantable devices used outside device I 
user facilities, or are otherwise I
designated fey FDA for tracking, t o  adopt I  
a method of tracking such devices
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throughout distribution to the device 
user or patient. Manufacturers 
(including others identified as 
manufacturers), distributors, final 
distributors, and multiple distributors of 
the manufacturers’ products, are 
required by the regulation to gather, 
record, maintain, and furnish to FDA, 
upon request, the location of the

aforementioned types of devices* and 
the name and address of current users 
of the devices. The purpose of these 
tracking requirements is to facilitate 
identifying the current location of 
certain types of devices and the identity 
of all persons using the devices. With 
this information, manufacturers and 
FDA can expedite the recall of

distributed devices that are dangerous 
or defective', and can facilitate the 
timely notification of patients or 
licensed practitioners of risks associated 
with such devices.

Description of Respondents: 
Manufacturers and other parties 
involved in the manufacture and 
distribution of certain devices.

E s t im a t e d  A n nual R e c o r d k e e p in g  B u r d e n

Section
Annual 

number of 
responses

Average 
burden per 
responses 

(hours)

Total annual 
burden 
(hours)

821 25(a) ............................... ...............,........... ........................ .................................... ............. :.................. 1228 176 40,128
82125(b). ... ............... ....... ...............................-,............... ............ :................................ 228 473 108,000
821 25(c) ....., rr ............... ........ .,.... ............ .................... ».......... 228 40 9,120
8 2 1 30(c) . . .  ..tr.___ HH....msm_...................H— ............................. ...................... 200,000 0.2 40,000

197,248

1 Section 821.25(a) is a  one-time burden for setting up a tracking system. Therefore, the total annual recordkeeping hours were averaged over 
3 years.

E s t im a t e d  A n nual R e p o r t in g  B u r d e n

Section
Annual 

number of 
responses

Average 
burden per 
response 

(hours)

Total annual 
burden 
(hours)

8 4 32

As required by section 3504(h) of the 
Paperwork Reduction Act of 1980, FDA 
has submitted a copy of this proposed 
rule to OMB for its review of these 
information collection requirements. 
Other organizations and individuals 
desiring to submit comments regarding 
this burden estimate or any aspects of 
these information collection 
requirements, including suggestions for 
reducing the burden, should direct to 
PDA’s Dockets Managements Branch 
(address above) and to the Office of 
Information and Regulatory Affairs, 
OMB, rm* 3208, New Executive Office 
Bldg., Washington, DC 20503. Attn: 
Officer for FDA.
*1« Technical Amendments

As discussed earlier, the 1992 
amendments changed the effective date 
d the tracking regulations. Accordingly, 
PDA is amending the regulation to 
p ange the effective date in § 821.1(c).
In addition, FDA is announcing that the 
date upon which requests for 
ßxemptions or variances from tracking 
requirements must bp submitted is 
August 29,1993.

FDA is correcting a reference in . 
3821.25(b) to § 821.25(a)(3)(iii) that it
ad previously overlooked. The 

S jP S e  should have been to 
s82l.25(a)(3)(iv). Finally, FDA is 

[ orrecUng the designation for

§ 821.30(c)(3), w hich should have been 
designated § 821.30(d). The text o f part 
821, including the technical 
amendments is set forth below, in its 
entirety. The amendments to §8 2 1 .2 0  
are in a final rule published elsewhere 
in this issuë of the Federal Register.
List of Subjects in 21 CFR Part 821

Device tracking, M edical devices, 
Reporting and recordkeeping 
requirements.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, 21 CFR part 821 is 
amended as follows:

1. Part 821 is revised to read as 
follows:

PART 821— MEDICAL DEVICE 
TRACKING REQUIREMENTS

Subpart A— General Provisions 
Sec.
821.1 Scope.
821.2 Exemptions and variances
821.3 Definitions.
821.4 Imported devices.

Subpart B— Tracking Requirements
821.20 Devices subject to tracking.
821.25 Device tracking system and content 

requirements: manufacturer 
requirements.

Subpart C— Additional Requirements and 
Responsibilities
821.30 Tracking obligations of persons 

other than device manufacturers: 
distributor requirements.

Subpart D— Records and Inspections
821.50 Availability.
821.55 Confidentiality.
821.60 Retention of records.

Authority: Secs. 301, 501, 502, 510, 515, 
518, 519, 701, and 704 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 331, 351, 
352, 360, 360e, 360h, 360i, 371, and 374).

Subpart A— General Provisions

§821.1 Scope.
(a) The regulations in this part 

implem ent section 519(e) of the Federal 
Food, Drug, and Cosmetic Act (the act), 
w hich requires the adoption of a 
method of device tracking by any person 
who registers under section 510 of the 
act and is engaged in the manufacture 
and distribution o f devices the failure of 
w hich would be reasonably likely to 
have serious adverse health 
consequences i f  the devices are life- 
sustaining or life-supporting devices 
used outside of a device user facility or 
are permanently implantable devices. 
T h is  part also applies to any other 
device that the Food and Drug 
Administration (FDA) designates as 
requiring a m ethod of tracking to protect
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the public health- A device subject to 
this part either by statutory requirement 
or by FDA designation is referred to 
herein as a “tracked device.’*

(b) These regulations are intended to- 
ensure that tracked devices can he 
traced from the device manufacturing 
facility to the person for whom the 
device is indicated, that is, the patient. 
Effective tracking of devices from the 
manufacturing facility, through the 
distributor network (including 
distributors,, retailers* rental firms and 
other commercial enterprises, device 
user facilities;and licensed 
practitioners) and, ultimately, to any 
person for whom, the device is intended 
is necessary for the effectiveness of 
remedies prescribed by the act, such as 
patient notification (section- 5184») of 
the act) or device recall (section 518(e) 
of the act). Although these regulations 
do not preclude a manufacturer from 
involving outside organizations in that 
manufacturer’s device tracking effort, 
the legal responsibility for complying 
with this part rests with manufacturers 
who must register under section 510 of 
the act, and that responsibility cannot 
be altered, modified, or in any way 
abrogated by contracts or other 
agreements.

(c) Each manufacturer of a tracked 
device shall implement a method of 
tracking devices by August 29, 1998.

(d) The primary burden for ensuring 
that the tracking system works rests 
upon the manufacturer. A manufacturer 
or any other person, including a 
distributor, final distributor, or multiple 
distributor, who distributes a device 
subject to tracking, who fails to comply 
with any applicable requirement of 
section 519(e) of the act or of this part, 
or any person who causes such, failure, 
misbrands the device within the. 
meaning of section 501(t)(2) of the act 
and commits a prohibited act within the 
meaning of sections 301(e) and 
301(q)(l)(B) of the act.

(e) Any person subject to this part 
who permanently discontinues doing 
business is required to notify FDA at the 
time the person notifies any government 
agency, court, or supplier, and provide 
FDA with a complete set of its tracking 
records and information. However, if a 
person ceases distribution of a tracked 
device but continues to do other 
business, that person continues to-be 
responsible for compliance with this 
part unless another person, a ffirmatively 
and in writing, assumes responsibility 
for continuing the fracking of devices 
previously distributed under this part. 
Further, if a person subject to this part 
goes out of business completely, but 
other persons acquire the right to 
manufacture or distribute tracked

devices, those other persons are deemed 
to be responsible for continuing the 
tracking responsibility of the previous 
person under this part.

§ 821.2 Exemptions and variances.
(a) A manufactures, imposter, or 

distributor may seek an exemption or 
variance from one or more requirements 
of this part.

(b) A request for an exemption or 
variance shall be submitted in the form 
of a petition under §10.30 of this 
chapter and shall comply with the 
requirements set out therein, except that 
a response shall be issued in 90 days. 
The Director, Office of Compliance and 
Surveillance, Center for Devices and 
Radiological Health (CDRHJ, shaft issue 
responses to requests under this section. 
The petition shall also contain the 
following:

ft) The name of the device and device 
class and representative labeling 
showing the intended use(s) of the 
device;

(2) The reasons that compliance with 
the tracking requirements of this part is 
unnecessary;

(3) A complete description of 
alternative steps that are available, or 
that the petitioner has. already taken, to 
ensure that an effective tracking system 
is in place; and

(4) Other information justifying the 
exemption or variance.

(c) An exemption or variance is not 
effecti ve until the Director, Office of 
Compliance and Surveillance, CDRH, 
approves the request under
§ 10.3G(e)f 2)fi) of this chapter.

(d) For petitions received under this 
section before August 29,1993, FDA 
will, within 60 days, approve or 
disapprove the petition o f  extend the 
effective date of this part for the device 
that is the subject of the petition. Any 
extension that FDA grants to the 
effective date will be based upon the 
additional time FDA needs to complete 
its review of the petition.

§821.3 Definitions.
The following definitions arid terms 

apply to this part:
(a) Act means the Federal Food, Drug, 

and Cosmetic Act, 21 U.S.C. 321 et seq., 
as amended.

(b) Importer means the initial 
distributor of an imported device who is 
required to register under section. 519 of 
the act and § 807.20 of this chapter. 
“Importer” does not include anyone 
who only performs a service for the 
person who furthers the marketing, i.e., 
brokers, jobbers, or warehousers-

(e) M anufacturer means, any person., 
including any importer, repacker and/or 
relabeler, who manufactures, prepares,

propagates, compounds, assembles, or 
processes a device-or engages in any of 
the activities described hr §807.3(d) of 
this chapter.

(d) Device failure means the failure of 
a device to perform or function as 
intended, including any deviations from 
the device’s  performance specifications 
or intended use.

(e) Serious adverse health 
consequences means any significant 
adverse experience related to a device, 
including device-related events which 
are life-threatening or which involve - 
permanent or long-term injuries or 
illnesses.

(f) Permanently implantable device 
means a device that is intended to be 
placed into a surgically or naturally 
formed cavity of the human body to 
continuously assist, restore, or replace 
the function of an organ system or 
structure of the human body throughout 
the useful life of the device. The term- 
does not include any device which is 
intended and used for temporary 
purposes or which is intended for 
explantation.

(g) Life-supporting or life-sustaining 
device used outside a device user 
facility means a device which is 
essential , or yields information that is 
essential, to the restoration or 
continuation of a bodily function 
important to the continuation of human 
life that is intended for use outside a 
hospital, nursing home, ambulatory 
surgical facility, or diagnostic or 
outpatient treatment facility- Physicians’ 
offices are not device user facilities and, 
therefore, devices used therein are 
subject to tracking if they otherwise 
satisfy the statutory and regulatory 
criteria.

(h) Distributor means any person who 
furthers the distribution of a device 
from the original place of manufacture 
to the person who makes delivery or 
sale to the ultimate user, i.e-, the final 
or multiple distributor, hut who does 
not repackage or otherwise change the 
container, wrapper, or labeling of the 
device or device package.

(i) Final d'istrilmtorrm&ns any person 
who distributes a tracked device 
intended for use by a single patient over 
the useful life of the device to the 
patient. This term includes, but is not 
limited to, licensed practitioners, retail 
pharmacies, hospitals, and other types 
of device user faciKties^

(j) Distributes means any cktetrifeab0® 
of a tracked device, including the 
charitable distribution of a tracked 
device. This term does not include the 
distribution of a device under an 
effective investigational device 
exemption in accordance with section 
520(g) of the act and part 812 of tf»s
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chapter or the distribution of a device 
for teaching, law enforcem ent, research, 
or analysis as specified in § 801.125 of 
this chapter.

(k) Multiple distributor means any 
device user facility, rental company, or 
any other entity that distributes a life- 
sustaining or Hfe-supporting device 
intended for use by more than one 
patient over the useful life of the device.

(l) Licensed practitioner means a 
physician, dentist, or other health care 
practitioner licensed by the la w o f the 
State in which he or she practices to use 
or order the use o f the tracked device,

(m) Any term defined in section 201 
of the act shall have the same definition 
in this part.

§821.4 Imported devices.
For purposes o f th is part, the importer 

of a tracked device shall be considered 
the manufacturer and shall be required 
to comply with all requirements o f this 
part applicable to manufacturers. 
Importers must keep all information 
required under this part in the United 
States.

Subpart B— Tracking Requirements

§ 821.20 Devices subject to tracking.
(a) A manufacturer of any device the 

failure of which would be reasonably 
likely to have a serious adverse health 
consequence, that is either a life- 
sustaining or life-supporting device 
used outside of a device user facility or 
a permanently implantable device, or a 
manufacturer o f any other device that 
FDA, in its discretion, designates for 
tracking, shall track that device in 
accordance with this part.

(b) Manufacturers have the 
responsibility to identify devices that 
meet the criteria for tracking and to 
initiate tracking. By way o f illustration 
end to provide guidance, FDA has set 
out below a list o f example devices it 
regards as subject to tracking under the 
criteria set forth in th is regulation.
„ W PERMANENTLY i m p l a n t a b l e
devices

^ CFR Classification

870.3450

870.3460

870.3545 
870.3610

870.3680

870.3800 
870.3925 
(no cite)

878.3720 
882.5820

21 CFR Classification

882.5830 

(no cite)

Implanted diaphragmatic/phrenic 
nerve stimulator 

Implantable infusion pumps

(2) LIFE-SUSTAINING OR LIFE
SUPPORTING DEVICES USED 
OUTSIDEDEVICE USER FACILITIES

21 CFR Classification

868.2375

868.5895
870.5300

Breathing frequency monitors 
(apnea monitors) (including 
ventilatory efforts monitors) 

Continuous ventilator 
DC-defibnflator and paddles

(c) FDA designates the following 
devices as subject to tracking. 
Manufacturers must track these devices 
in accordance with this part.

21 CFR Classification

878.3530

878.3540

876.3750

(no cite) 
(no cite)

880.5725

Silicone inflatable breast pros
thesis

Silicone gel-filled breast pros
thesis

Testicular prosthesis, silicone qel- 
filled

Silicone gel-filled chin prosthesis
Silicone gel-filled angel chik reflux 

valve
Infusion pumps 

(Electromechanical only)

(d) FDA, when responding to 
premarket notification submissions and 
approving premarket approval 
applications, w ill notify the sponsor 
that FDA believes the device, meets the 
criteria of section 519(e)(1) and 
therefore should be tracked. FDA will 
also, after notifying the sponsor, publish 
a notice in the Federal Register 
announcing that FDA believes a new 
generic type o f device is subject to 
tracking and soliciting comment on 
FDA’s position. If the device is a new 
generic type o f device not already on the 
example list above, FDA w ill add it to 
this list.

§ 821.25 Device bracking system and 
content requirements: manufacturer 
requirements.

(a) A manufacturer of a tracked device 
shall adopt a method o f tracking for 
each such type o f device that it 
distributes that enables a manufacturer 
to provide FDA with the following 
information in writing for each tracked 
device distributed:

(1) Except as required by order under 
section 518(e) of the act, w ithin 3 
working days of a request from FDA, 
prior to the distribution o f a tracked 
device to a patient, the name, address, 
and telephone number of the 
distributor, m ultiple distributor, or final

distributor holding the device for 
distribution and the location of the 
device;

(2) W ithin 10 working days of a . 
request from FDA for life-sustaining or 
life-supporting devices used outside a 
device user facility that are intended for 
use by a single patient over the life of 
the device and permanent implants that 
are tracked devices, after distribution to 
or implantation in a patient:

(i) The lot number, batch number, 
model number, or serial number o f the 
device or other identifier necessary to 
provide for effecti ve tracking of the 
devices;

(ii) The date the device was shipped 
by the manufacturer;

(iii) The name, address, telephone 
number, and social security number (if 
available) of the patient receiving the 
device;

(iv) The date the device was provided 
to the patient;

(v) The name, mailing address, and 
telephone numher of the prescribing 
physician;

(v i)  The name, mailing address, and 
telephone number of the physician 
regularly following the patient if 
different than the prescribing physician; 
and

(vii) If applicable, the date the device 
was explanted and the name, mailing 
address, and telephone number of the 
explanting physician; the date o f the 
patient’s death; or the date the device 
was returned to the manufacturer, 
permanently retired from use, or 
otherwise permanently disposed of.

(3) Except as required by order under 
section 518(e) within 10 working days 
of a request from FDA for life-sustaining 
or life-supporting devices used outside 
device user facilities that are intended 
for use by more than one patient and 
that are tracked devices, after the 
distribution of the device to the 
multiple distributor:

(i) The lot model number, batch 
number, serial number of the device or 
other identifier necessary to provide for 
effective tracking of the device;

(ii) The date the device was shipped 
by the manufacturer;

(iii) The name, address, and telephone 
number of the multiple distributor;

(iv) The name, address, telephone 
number, and social security number (if 
available) of the patient using the 
device;

(v) The location of the device;
(vi) The date the device was provided 

for use by the patient;
(vii) The name, address, and 

telephone number of the prescribing 
physician; and

(viii) If and when applicable, the date 
the device was returned to the

Vascular graft prosthesis of less 
than 6 millimeters diameter 

Vascular graft prosthesis of 6 mil
limeters and greater diameter 

Ventricular bypass (assist) device 
Implantable pacemaker pulse 

generator
Cardiovascular permanent pace

maker electrode 
Annuloplasty ring 
Replacement heart valve 
Automatic implantable 

cardioverter/defibriHator 
Trachea) prosthesis 
Implanted cerebellar stimulator
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manufacturer, permanently retired from 
use, or otherwise permanently disposed 
of.

(b) A manufacturer of a tracked device 
shall keep Current records in accordance 
with its standard operating procedure of 
the information identified in paragraphs 
(a)(1), (a)(2) and (a)(3)(i) through 
(a)(3)(iii) of this section on each tracked 
device released for distribution for as 
long as such device is in use or in 
distribution for use.

(c) A manufacturer of a tracked device 
shall establish a written standard 
operating procedure for the collection, 
maintenance, and auditing of the data 
specified in paragraphs (a) and (b) of 
this section. A manufacturer shall make 
this standard operating procedure 
available to FDA upon request. A 
manufacturer shall incorporate the 
following into the standard operating 
procedure:

(1) Data collection and recording 
procedures, which shall include a 
procedure for recording when data 
which is required under this part is 
missing and could not be collected and 
the reason why such required data is 
missing and could not be collected;

(2) A method for recording all 
modifications or changes to the tracking 
system or to the data collected and 
maintained under the tracking system, 
reasons for arty modification or change, 
and dates of any modification or change. 
Modification and changes included 
under this requirement include 
modifications to the data (including 
termination of tracking), the data format, 
the recording system, and the file 
maintenance procedures system; and

(3) A quality assurance program that 
includes an audit procedure to be run 
for each device product subject to 
tracking, at not less than 6-month 
intervals for the first 3 years of 
distribution and at least once a year 
thereafter. This audit procedure shall 
provide for statistically relevant 
sampling of the data collected to ensure 
the accuracy of data and performance 
testing of the functioning of the tracking 
system.

(d) When a manufacturer becomes 
aware that a distributor, final 
distributor, or multiple distributor has 
not collected, maintained, or furnished 
any record or information required by 
this part, the manufacturer shall notify 
the FDA district office responsible for 
the area in which the distributor, final 
distributor, or multiple distributor is 
located of the failure of such persons to 
comply with the requirements of this 
part. Manufacturers shall have taken 
reasonable steps to obtain compliance 
by the distributor, multiple distributor,

or final distributor in question before 
notifying FDA.

(e) A manufacturer may petition for 
an exemption or variance from one or 
more requirements of this part 
according to the procedures in § 821.2 of 
this chapter.

Subpart C— Additional Requirements and 
Responsibilities

§ 821.30 Tracking obligations of persons 
other than device manufacturers: 
distributor requirements.

(a) A distributor, final distributor, or 
multiple distributor of any tracked 
device shall, upon purchasing or 
otherwise acquiring any interest in such 
a device, promptly provide the 
manufacturer tracking the device with 
the following information:

(1) The name and address of the 
distributor, final distributor or multiple 
distributor,

(2) The lot number, batch number, 
model number, or serial number of the 
device or other identifier used by the 
manufacturer to track the device;

(3) The date the device was received;
(4) The person from whom the device 

was received;
(5) If and when applicable, the date 

the device was explanted, the date of 
the patient’s death, or the date the 
device was returned to the distributor, 
permanently retired from use, or 
otherwise permanently disposed of.

(b) A final distributor, upon sale or 
other distribution of a tracked device for 
use in or by the patient, shall promptly 
provide the manufacturer tracking the 
device with the following information:

(1) The name and address of the final 
distributor,

(2) The lot number, batch number, 
model number, or serial number of the 
device or other identifier used by the 
manufacturer to track the device;

(3) The name, address, telephone 
number, and social security number (if 
available) of the patient receiving the 
device;

(4) The date the device was provided 
to the patient or for use in the patient;

(5) The name, mailing address, and 
telephone number of the prescribing 
physician;

(6) The name, mailing address, and 
telephone number of the physician 
regularly following the patient if 
different than the prescribing physician; 
and

(7) When applicable, the date the 
device was explanted and the name, 
mailing address, and telephone number 
of the explanting physician, the date of 
the patient’s death, or the date the 
device was returned to the 
manufacturer, permanently retired from

use, or otherwise permanently disposed 
of.

(c) (1) A multiple distributor shall 
keep written records of the following, 
each time such device is distributed for 
use by a patient:

(1) The lot number, batch number, or 
model number, or serial number of the 
device or other identifier used by the 
manufacturer to track the device;

(ii) The name, address, telephone 
number, and social security number (if 
available) of the patient using the 
device;

(iii) The location of the device;
(iv) The date the device was provided 

for use by the patient;
(v) The name, address, and telephone 

number of the prescribing physician;
(vi) The name, address, ana telephone 

number of the physician regularly 
following the patient if different than 
the prescribing physician; and

(vii) When applicable, the date the 
device was permanently retired from 
use or otherwise permanently disposed 
of.

(2) Except as required by order under 
section 518(e) of the act, any person 
who is a multiple distributor subject to 
the recordkeeping requirement of 
paragraph (c)(1) of this section shall, 
within 5 working days of a request from 
the manufacturer or within 10 working 
days of a request from FDA for the - 
information identified in paragraph ,
(c)(1) of this section, provide such 
information to the manufacturer or FDA. j

(d) A distributor, final distributor, or 
m ultiple distributor shall make any 
records required to be kept under this 
part available to the manufacturer of the 
tracked device for audit upon written 
request by an authorized representative 
of the manufacturer.

(e) A distributor, final distributor, or 
m ultiple distributor may petition for an 
exemption or variance from o n e  or more 
requirements of this part according to 
the procedures in § 821.2.

Subpart D— Records and Inspections

§821.50 Availability.
(a) Manufacturers, distributors, ^

multiple distributors, and final |
distributors shall, upon the presentation j 
by an FDA representative of official d 
credentials and the issuance of Form Fp i 
482 at the initiation of an inspection oi j
an establishment or person under j
section 704 of the act, make each recor 
and all information required to be 
collected and maintained under this 
part and all records and information 
related to the events and persons 
identified in such records available to 
FDA personnel.

(b) Records and information 
referenced in paragraph (a) of this
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section shall be available to FDA 
personnel for purposes o f reviewing, 
copying, or any other use related to the 
enforcement of the act and this part. 
Records required to be kept by this part 
shall be kept in a centralized point for 
each manufacturer or distributor within 
the United States.

§821.55 Confidentiality.
(a) Records and other information 

submitted to FDA under this part shall 
be protected from public disclosure to 
the extent permitted under part 20  o f 
this chapter, and in accordance with 
§20.63 of this chapter, information 
contained in such records that would 
identify patient or research subjects 
shall not be available for public 
disclosure except as provided in those 
parts.

(b) Patient names or other identifiers 
may be disclosed to a manufacturer or 
other person subject to this part or to a 
physician when the health or safety o f 
the patient requires that such persons 
have access to the information. Such

! notification w ill be pursuant to 
| agreement that the record cm* information 

will not be further disclosed except as 
the health aspects o f the patient 
requires. Such notification does not 
constitute public disclosure and w ill not 
trigger the availability o f the same 
information to the public generally.

§ 821.60 Retention of records.
Persons required to maintain records 

under this part shall maintain such 
records for the useful life o f each 
tracked device they manufacture or 
distribute. The useful life o f a device is 
the time a device is  in use or in 
distribution for use. For example, a 
record may be retired if  the person 
maintaining the record becomes aware 

| of the fact that the device is no longer 
j m use, has been explanted, returned to 
the manufacturer, or the patient has 
died.

hated: July 8,1993 
Michael R. Taylor,
Deputy Commissioner for Policy.
[PR Doc. 93-19472 Filed 8-11-93; 11:24 am) 
ftl-UNG CODE 4160-01-F

21CFR Part 821

[Docket No. 91N-0296]

Judical Devices; Illustrative and 
^signated Lists for Device Tracking

J^CY: Food and Drug Administration,

¡ ACTION; Final rule a n d  request for 
laments.

SUMMARY: The Food and Drug 
Administration (FDA) is amending the 
medical device tracking regulations to 
add the temporo-mandibular joint 
prostheses to the illustrative list of 
devices and the penile inflatable 
implant to the list o f devices designated 
for tracking. These devices are being 
added to the illustrative and designated 
device lists based on the significance of 
the risk to health posed by their use.
This action requires manufacturers to 
track these devices after distribution so 
that they can be located in the event of 
a recall or patient notification 
action.FDA requests com ments on these 
changes. Elsewhere in  this issue o f the 
Federal Register, the agency is 
announcing notification o f the change of 
status o f the device tracking regulations 
and is suspending the effective date of 
the regulations until August 2 9 ,1 9 9 3 . 
DATES: These regulations are effective 
August 2 9 ,1 9 9 3 . Written com ments by 
September 1 5 ,1 9 9 3 .
ADDRESSES: Subm it written com ments 
to the Dockets Management Branch 
(H FA -305), Food and Drug 
Administration, rm. 1 -2 3 ,1 2 4 2 0  
Parklawn Dr., Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT: 
Joseph M. Sheehan, Center for Devices 
and Radiological Health (HFZ—84), Food 
and Drug Administration, 2098 Gaither 
Rd., Rockville, MD 20850, 3 0 1 -5 9 4 -  
4765.
SUPPLEMENTARY INFORMATION:

I. Background
The SMDAs (Pub. L. 101-629), which 

became law on November 2 8 ,1 9 9 0 , 
added section 519(e) (21 U.S.C. 360i(e)) 
to the Federal Food, Drug, and Cosmetic 
Act (the act). Section 519(e) o f the act 
requires that manufacturers track certain 
devices from the manufacturer through 
the distribution chain to the patient 
using the device. Under section 519(e) 
o f the act, manufacturers must track life- 
supporting or life-sustaining devices 
that are used outside a device user 
facility and permanently implantable 
devices, if  the failure o f these devices 
would be reasonably likely to have 
serious adverse health consequences. 
Section 519(e) o f the act also gives FDA 
the authority to designate other devices 
to be subject to tracking.

In the Federal Register o f March 27, 
1992 (57 F R 10702), FDA published a 
proposed rule to implement tracking. 
The period for submitting com m ents in 
response to the March 2 7 ,1 9 9 2 , 
proposal closed on May 2 6 ,1 9 9 2 . M any 
com ments raised objections to many 
devices identified as types o f devices 
requiring tracking.

In response to comments received on 
the March 2 7 ,1 9 9 2 , proposal, FDA 
revised the March 2 7 ,1 9 9 2 , proposed 
rule, and on May 2 7 ,1 9 9 2 , the agency 
issued, put on public display, and filed 
in the public administrative record in 
FDA’s Dockets Management Branch, a 
revised proposed rule that withdrew the 
March 2 7 ,1 9 9 2 , proposed rule and set 
forth revised proposed regulations for 
tracking medical devices including 
changes to the illustrative list of devices 
subject to tracking and the list of 
designated devices. On May 2 8 ,1 9 9 2 , 
the agency issued, put on public 
display, and filed in the public 
administrative record, a document that 
announced that the proposed 
regulations issued the day before had 
become the final regulations on that 
date, by operation of the SMDA. The 
agency also issued the revised tracking 
regulations as a final rule. Both the May
2 7 .1 9 9 2 , revised proposed tracking rule 
and the May 2 8 ,1 9 9 2 , final tracking rule 
appeared in the Federal Register of May 
29, 1992 (57 FR 22971, 22966).

On June 1 6 ,1 9 9 2 , the 1992 
Amendments (Pub. L. 102-300) became 
law. The 1992 Amendments modified 
the device tracking provisions of the 
SMDA to: (1) Change the previous May
2 8 .1 9 9 2 , deadline for issuing final 
tracking regulations; (2) clarify the date 
on w hich section 519(e) of the act 
becom es effective; and (3) make the 
regulation w hich became final by 
operation of the SMDA on May 28,
1992, a proposed regulation.

Elsewhere in this issue of the Federal 
Register, in a document entitled 
“M edical Devices; Device Tracking,” 
FDA is announcing that the tracking 
regulations have become final by 
operation of law and is suspending the 
effective date of the device tracking 
regulations until August 2 9 ,1 9 9 3 .

II. Discussion
FDA received more than 1,700 

com ments on the March 2 7 ,1 9 9 2 , 
prQposed rule and the subsequent 
revised proposed rule (published in the 
Federal Register o f May 29 ,1 9 9 2 ). Most 
of these com m ents requested the 
deletion o f various devices from the 
illustrative list o f devices subject to 
tracking. FDA addressed many o f the 
com ments in the preamble to the 
revised proposed rule. Other comments 
are addressed elsewhere in this issue of 
the Federal Register. FDA notes that, to 
the extent that the preambles to the 
proposed and revised proposed rules 
discuss the criteria for determining 
whether devices are subject to tracking, 
or com m ents on the criteria, these 
preambles still provide useful guidance, 
FDA also intends to issue a question
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and answer document to clarify certain 
issues regarding the tracking 
requirements.

A. Statutory Schem e

1. Devices Subject to Tracking Under 
Section 519(e)(1) of the Act

Section 519(e)(1) of the act provides 
for the mandatory tracking o f those 
devices that meet its criteria. However, 
FDA recognizes that, as the agency 
charged with implementing and 
enforcing section 519(e) o f the act, its 
interpretation of the statutory terms and 
its views on the application of section 
519(e)(1) o f the act are entitled to great 
weight. Thus, FDA expects 
manufacturers to decide w hich devices 
are subject to mandatory tracking based 
upon the guidance issued by FDA in the 
rule, especially the definitions; in this 
preamble (which includes an illustrative 
list of example devices that FDA 
believes are subject to tracking under 
section 519(e)(1) o f the act), and in 
future guidance from FDA. To ensure 
that the list o f example devices is 
readily available to the public in 
conjunction with the definitions of the 
key terms, FDA is incorporating this 
illustrative list in new § 821.20(b)(1) and 
(b)(2).

In addition, FDA, when clearing 
premarket notification submissions 
(510(k)’s) or approving premarket 
approval applications (PMA’s), will 
notify the person receiving clearance or 
approval that FDA believes the device is 
subject to tracking. This notification 
will be given in writing, but will not be 
a part of the 510(k) order or the PMA 
approval order. In addition, FDA will 
notify the public (through publication of 
a notice in the Federal Register),that 
FDA believes a new generic type of 
device is subject to tracking and will 
solicit comments from the public on the 
agency’s position. In the case of devices 
that are the subject o f approved PMA’s, 
this notification w ill be given in the 
same issue of the Federal Register as the 
notice of the PMA approval order that 
is published after FDA’s approval o f thé 
PMA for the device. In the case of 510(k) 
devices, this notice w ill be published as 
soon as possible following notification 
of the manufacturer that a device is 
substantially equivalent. New generic 
types of devices that FDA identifies as 
subject to tracking through the 
premarket approval and clearance 
processes w ill also be added to the list 
of example devices set out in th e  
regulation.

FDA believes that making the public 
aware of the fact that FDA believes a 
device is subject to tracking and 
soliciting comment from the public will

serve two distinct purposes. First, it will 
serve to notify manufacturers of 
substantially equivalent devices that 
FDA believes that the tracking 
requirements of section 519(e) of the act 
apply to their devices, while also 
serving to notify those in the 
distribution chain o f the tracking 
requirement. Secondly, it will provide 
consumers and manufacturers and other 
persons affected by FDA’s 
determination, as well as the 
manufacturer(s) o f the device in 
question, with the opportunity to share 
information and views with FDA, 
thereby ensuring that FDA’s 
enforcement of the tracking provision 
proceeds deliberately and publicly, 
based upon com plete and balanced 
information.

2. Designated Devices Subject to 
Tracking Under Section 519(a)(2) of the 
Act

The agency w ill use its discretionary 
authority to designate and require the 
tracking of devices under section 
519(e)(2) of the act to protect the public 
health. In assessing whether to 
designate a device to be tracked under 
section 519(e)(2) o f the act, the agency 
will focus on the significance o f risks.to 
health posed by device use, especially 
the potential for serious injury, harm, or 
hazard to the public. Devices that FDA 
anticipates it w ill need to designate to 
be tracked are devices that demonstrate 
(or may demonstrate) recurrent, 
unpredictable, unexpected, or 
widespread failures, when such failures 
are hazardous or potentially  hazardous. 
In the tracking context, the agency w ill 
consider a device to be hazardous if  the 
device presents a risk of injury, death, 
or other serious adverse effects under 
the conditions of its intended use. The 
agency believes it is  consistent with the 
intent of section 519(e)(2) of the act and 
with the general purpose of the SMDA 
to designate devices that present such 
risks to protect the public from devices 
that are potentially unsafe or ineffective.

The agency w ill designate a particular 
device or generic type o f device under 
section 519(e)(2) o f the act by written 
notice, in the form of a letter, issued to 
the manufacturer(s). In addition, the 
agency w ill publish in the Federal 
Register a notice of the agency’s 
designation o f a generic type o f device 
for tracking under section 519(e)(2) of 
the act and w ill, as with devices subject 
to tracking under section 519(e)(1) of the 
act, solicit com ment from the public.
The agency considers the designation 
under section 519(e)(2) o f the act to be 
within the agency’s discretionary 
authority and not subject to the

rulemaking procedures prescribed by 
the Administrative Procedure Act.
3. General Comments

a. Cost. Many comments suggested 
that devices on the illustrative list of 
devices subject to tracking should not be 
subject to tracking. The general 
argument was that the cost o f tracking 
was not warranted in light of the 
perceived benefit. W hile FDA 
acknowledges the concerns inherent in 
these comments, section 519(e) of the 
act does not identify cost or 
inconvenience of tracking as factors to 
be considered when determining if a 
device is subject to tracking. FDA has 1  
done its best, however, to apply and a 
interpret the statutory requirements in a 
rational manner and to not impose 
unnecessary requirements.

b. Current good manufacturing 
practices. Several com ments suggested 
that certain devices should not be 
included in the illustrative list of 
devices because, according to the 
comments, they are already subject to 
tracking under the current good 
manufacturing practice (CGMP) 
regulations.

FpA disagrees with these comments. 
Section 820.151 of the CGMP 
regulations (21 CFR 821.151) requires 
manufacturers to maintain records of 
distribution only to the first consignee.
This is clearly not sufficient for tracking 
purposes under section 519(e) of the act 
as these records would not provide 
sufficient information for effective 
recalls and notifications under section 
518(a) and (e) of the act.

c. Patient privacy. Many comments 
com plained that the tracking 
requirements violate principles of 
physician-patient confidentiality.

FDA has a long-standing policy of 
carefully guarding the privacy of 
individual patients by fully observing 
the provisions of the Freedom of 
Information Act and the Privacy Act.
The final regulations place restrictions 
on FDA disclosure of patient 
information in keeping with these laws.
B. Particular Devices
1. Vascular Grafts (Section 519(e)(1) of 
the Act)

FDA received comments on whether 
vascular grafts should be tracked.
Almost all of the individuals 
commenting were vascular, transplant, 
or cardiovascular surgeons. They 
commented on behalf of themselves, 
their medical institutions, their 
professional societies, and their 
patients. Comments were also received 
from hospital or medical center 
administrators. I  ,
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Almost all of these comments stated 
that tracking for vascular graft devices 
should be modified or eliminated. 
However, several surgeons expressed 
general agreement with tracking 
vascular grafts. Moreover, many 
surgeons and manufacturers 
acknowledged that at least some 
vascular grafts should be tracked 
because of their intended use.

Many surgeons and manufacturers 
commented that section 519(e) of the act 
does not require tracking for vascular 
grafts even though the devices meet the 
definition of permanent implant (new 
§821.3(f)) because of their overall low 
historical rate of serious complications. 
The comments argued that serious 
adverse health consequences from graft 

i failures could never be “more likely 
i than not to occur” from device failure 

(see 57 FR10702 at 10704, March 27, 
1992) if FDA considers as a whole all 
the various types, sizes, and clinical 
uses of vascular grafts as the total 
number of those grafts, when compared 
to those used for mandatory circulatory 

I sustaining functions such as various 
l cardiac repair, and aorto-coronary renal,
I or carotid uses.

FDA disagrees in part with these 
comments. “Serious adverse health 
consequences” are events which result 
In permanent or long-term injury or 
illness (new § 821.3(e)) that are not 
generally “treatable or reversible by 
standard medical techniques proximate 
in time to the injury.” (S. Rept. 613,
101st Cong., 2d sess. 19 (1990)). FDA 
agrees that vascular grafts us6d to 
replace or assist peripheral vasculature 
or used solely for vascular access do not 
meet the statutory requirements that 
failure of the device would be likely to:

I W Result in permanent or long-term 
| illness or injury, and (2) not be treatable 
; or reversible by standard medical 
i techniques, proximate in time to the 
| mness or injury.

However, FDA believes that the 
| âscular grafts used for cardiac repair or 
i tor replacement of aorto-coronary, aortic 

renal, or carotid artery function do 
require tracking under section 519(e)(1) 
j e. act and the implementing 

j definitions because, when used for these 
Purposes, the graft would, if it failed, 
result in serious adverse health 
consequences. Moreover, because the 
comments expressed near universal 
Ujpoement that these kinds of vascular 
pna jUSafses are subject to tracking, 
a ^ does not believe it would be 
jPpropriate to remove them from the 
that , *ve Wst* However, due to the fact 
am °k- some uses of vascular grafts 
to i Si iect to hacking, FDA is receptive 

ividual manufacturers’ tracking 
protocols that accurately identify and

track only those grafts that fall within 
the statutory criteria. FDA would be 
willing to consider tracking protocols 
that exclude vascular grafts used in 
peripheral locations or for vascular 
access, if the manufacturer can ensure 
that those graft uses subject to tracking 
are reliably and consistently identified 
and tracked. FDA believes that these 
protocols would need to identify how 
the labeling would distinguish among 
the various uses of the device.
2. Infusion Pumps (Section 519(e)(2) of 
the Act)

FDA received comments concerning 
the tracking of infusion pumps from 
individuals, corporations, hospitals, and 
associations representing various 
professional groups in the health care 
sector. Almost all of the individuals 
who commented are health care 
providers, i.e., physicians and nurses. 
They submitted their views on behalf of 
themselves, their medical institutions, 
their professional societies, and their 
patients. Comments were also received 
from hospital and medical center 
administrators. Many comments, mostly 
those from health care facilities, 
objected to the inclusion of 
electromechanical infusion pumps on 
the list of devices designated for 
tracking by FDA. The comments 
objected not to the requirement to track 
these devices, but to the fact that, as 
designated devices, the devices would 
have to be tracked within device user 
facilities. The comments said that 
tracking within device user facilities 
would be unnecessarily burdensome 
because: (1) These devices may be used 
on several different patients per day; (2) 
in the case of a recall or notification, the 
devices can be found within a device 
user facility; and (3) Congress intended 
that devices used within device user 
facilities not be tracked.

FDA agrees in part with these 
comments. Infusion pumps are used 
both within and outside device user 
facilities. As noted in the preamble to 
the reproposed rule, FDA believes that 
these devices, if they fail, would present 
a risk of serious adverse health 
consequences, and that this risk exists 
even if the pump is not being used to 
support or sustain life. However, FDA 
believes, based on its experience and 
the comments, that these devices can be 
located within device user facilities, 
when there is a recall or notification, 
without a tracking requirement in effect 
when used within such facilities. FDA, 
therefore, is keeping infusion pumps on 
the list of designated devices but is not 
requiring that they be tracked within 
device user facilities. If a device is used 
within a device user facility, the device

must be tracked down to the device user 
facility who must comply with the 
requirement of § 821.30(b)(1) and (b)(2). 
If the device is used outside a device 
user facility, the distributor who 
provides the device to a patient shall 
keep records of the device’s location 
and report this information to the 
manufacturer, as necessary, in 
accordance with § 821.30(c). This 
applies even if a device user facility 
functions as a distributor in providing 
the patient a device for use outside the 
facility.

FDA believes that the approach 
described above will adequately provide 
for notifications and recalls and is 
consistent with congressional intent. 
However, if FDA determines in the 
future, for these devices or any other 
device, that tracking within device user 
facilities is necessary, it will require 
such tracking. While tracking is 
mandatory only for life-sustaining or 
life-supporting devices used outside 
device user facilities, that does not 
mean that devices used inside device 
user facilities can never be tracked. In 
section 519(e)(2) of the act, Congress 
clearly gave FDA the authority to 
designate for tracking devices used 
within device user facilities.

Finally FDA notes that it has removed 
the descriptive phrase, 
“Electromechanical only,” from the list 
in the regulations. FDA has determined 
that the phrase was unnecessary in light 
of the terms of the classification 
regulation for infusion pumps.
3. Defibrillators (Section 519(e)(1) of the 
Act)

FDA received comments from 
corporations concerning the placement 
of defibrillators on the illustrative list of 
devices for which tracking is mandated 
by statute. Three comments agreed that 
defibrillators used within the home fall 
within the scope of the tracking 
regulation. However, these comments 
also argued that defibrillators sold or 
leased to emergency medical services 
should not be tracked to the patient 
level. The comments claimed that there 
would be no benefit to this, as the 
patient would not have the device in his 
or her possession and would not need 
to be contacted in the event of a 
problem. According to the comments, 
the organization which had purchased 
the device would be the appropriate 
party to notify.

One comment argued that disposable 
pads for defibrillators need not be 
tracked and should be excluded from 
the tracking requirement. The comment 
argued that defects in pads are usually 
materials-related, that any defects 
would be common to an entire lot, and
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that recall of the entire lot would be the 
most practical way to limit the exposure 
of patients to defective pads. Another 
comment suggested that the paddle 
alone be tracked, and that disposable 
electrodes and connecting cables not be 
subject to tracking. This comment urged 
that the “paddle” be defined as that 
portion of the defibrillator containing 
the control that will release energy to 
the patient.

FDA stresses that what is important 
here is to be able to locate a tracked 
device when there is a recall or a 
notification. In the case of these 
defibrillators used within device user 
facilities, tracking the location of 
defibrillators to the user should achieve 
the purpose of the statute. If, even with 
this clarification, affected manufacturers 
or other entities have difficulty 
complying with the rule, FDA invites 
them to seek, either individually or 
together, an exemption or variance from 
the regulation which addressee this 
concern but guarantees the ability to 
locate defibrillators for recalls or 
notifications.

With respect to pads, FDA’s reports 
indicate that serious adverse events are 
often associated with the disposable 
pads as well as the defibrillator itself. 
FDA, therefore, believes that it is 
necessary that the pads be tracked as 
well as the defibrillator because a failure 
of the pads can cause serious adverse 
health consequences. FDA notes that the 
regulation presently allows recalling 
defibrillator pads by lot number, if 
appropriate.
4. Temporo-mandibular Joints (Section 
519(e)(1) of the Act)

On its own initiative, FDA has 
modified the illustrative list of devices 
for which tracking is mandated by 
statute to include temporo-mandibular 
joint (TMJ) prostheses. This includes the 
total TMJ prosthesis, the glenoid fossa 
disc prosthesis, the mandibular condyle 
prosthesis, and the interarticulardisc 
prosthesis. FDA believes that TMJ 
prostheses are permanently implantable 
devices that are intended to function 
throughout the useful life of the device. 
Further, the high number of irreversible, 
extremely serious adverse events 
resulting from the failure of the device 
demonstrate that failures of this device 
are reasonably likely to result in adverse 
health consequence within the meaning 
of section 519(e)(1) of the act. For 
example, these implants have been 
associated with permanent loss of bone 
extending through the glenoid fossa into 
the middle cranial space. In lay terms, 
the failure of the implants can result in 
loss of mandibular bone or jaw 
structure, which is hot reversible. In

addition, device disintegration in situ 
can result in the permanent 
development of an ongoing localized 
inflammatory process with granuloma 
formation and/or other foreign body 
reaction that cannot be reversed or for 
which intervention, timely or not, is not 
curative or preventive. FDA believes 
that the seriousness of the device failure 
reports and the high number ef such 
reports in the medical device reporting 
(MDR) and problem reporting program 
(PRP) systems, warrants the device’s 
inclusion on the list. Moreover, while 
failure of the device is not immediately 
life-threatening, nevertheless, 
permanent harm to the patient is more 
likely than not to result from device 
failure. In accordance with its 
commitment to seek comments when 
announcing that devices are subject to 
tracking under section 519(e) of the act, 
FDA solicits comments on the agency’s 
position.
5. Penile Inflatable Implant (Section 
519(e)(2) of the Act)

On its own initiative, FDA has 
modified the illustrative list of devices 
for which tracking is designated to 
include the penile inflatable implant. 
FDA has determined that the relatively 
high number of device failure reports in 
the MDR and PRP systems when 
compared to the number of devices in 
use warrants this device’s inclusion on 
the list. Further, FDA has concerns 
regarding the use of silicone oils, gels, 
and elastomers in the manufacture of 
these devices as demonstrated by the 
inclusion of other elastomer and gel- 
filled implants on the list of devices 
designated for tracking. Among the risks 
connected with penile prostheses are: 
Migration and extrusion of the implant; 
fibrous capsule formation; mechanical 
malfunctions; carcinogenicity; and 
immune-related connective tissue 
disorders. Because of these concerns 
about the use of silicone in implants 
and the other problems associated with 
the use of these devices, FDA has 
determined that it is appropriate that 
these devices be included on the 
“Designated List” of devices requiring 
tracking. FDA solicits comments on the 
agency’s position that, under section 
519(e)(2) of the act, this device is subject 
to tracking.
6. Intraocular Lenses

One comment suggested that 
intraocular lenses (IOL’s) be included 
on the list based upon the history of 
adverse events related to the use of rigid 
anterior chamber IOL’s. These events 
have included the need for explanation 
of the device, migration, comeal 
transplant surgery following comeal

endothelial attrition several years after 
implantation, and the development of 
retinal inflammation with impairment 
of vision in the implicated eye. The 
comment stated that, despite timely 
medical intervention some patients have 
lost vision due to IOL failures. The 
comment admitted that the rate of 
complications is relatively low but 
argued that tracking is needed due to 
limitations in the premarket approval 
process, including use of a defined 
sample size less than the ultimate 
recipient population, the limited 
duration of data collection in premarket 
approval studies, and investigator 
selection.

FDA does not believe at this time that 
IOL’s meet the statutory criteria for 
mandatory tracking or that they should 
be designated for tracking. IOL's are 
clearly permanently implantable 
devices. However, the likelihood of 
blindness or significant loss of vision 
from device failure is low. Further, 
timely medical intervention would 
result in the reversal of the more 
common medical complications due to j 
unexpected device failure to function. 
FDA believes that the relatively low rate 
of complications argues against 
including IOL’s on the list of designated 
devices.
7. Spinal Interlaminal Fixation Orthosis 
and Spinal Intervertebral Fixation 
Orthosis

FDA needs to correct an erroneous 
statement that was inadvertently 
included in the preamble to the May 29, 
1992, revised proposal. FDA stated with 
regard to spinal interlaminal and 
intervertebral body fixation devices that, 
“(Alfter the completion of healing by 
bone growth, spinal fusion, or other 
process, the device no longer serves as 
the primary support.” Although no 
comments received in response to the 
May 29,1992, revised proposal took 
exception te this statement, the quoted 
statement is scientifically inaccurate. 
When two materials of different moduli 
are loaded in parallel (as is the case for 
a spinal bone fusion mass and a spinal 
implant), the higher modulus material (a 
spinal implant) carries the larger portion 
of the load than the lower, modulus 
material (a spinal bone fusion mass).  ̂
Even upon completion of formation, the 
bone fusion mass would share the 
weight bearing load with the implant. 
This scientific fact is backed not only by 
ongoing clinical studies of spinal 
fixation devices other than the 
Harrington Rod and the Dwyer Wire, 
e.g., by studies of pedicle screw spinal 
fixation devices, but also by literature 
reporting device breakage, with and 
without spinal sequelae, due to fatigue-
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Thus, FDA believes it is incorrect to 
conclude that spinal interlam inal and 
intervertebral body fixation devices do 
not fall within the definition of 
permanently implantable devices 
because they do not continue to assist, 
restore, or replace the function of an 
organ system or structure of the body 
after implantation of the devices and 
completion of healing by bone growth, 
spinal fusion, or other process with the 
devices in  situ.

FDA th u s  advises that spinal 
interlaminal and intervertebral fixation 
devices are “permanent im plants.” FDA 
believes, however, that the failure o f 
these devices can be detected and a 
medical remedy sought in a timely 
manner so  as to minimize the risk of 
serious adverse health consequences. 
Therefore, FDA does not believe at this 
time that these devices meet the criteria 
for m andatory tracking. FDA 
emphasizes that this position, as set out 
in the preamble to the May 2 9 ,1 9 9 2 , 
revised proposal, applies only to the 
two devices identified in that preamble, 
i e., the Harrington Rod (21 CFR
888.30 50) and the Dwyer Wire (21 CFR
888.30 60), and does not reflect its 
position on  any other devices that may 
be promoted and used for spinal and/or 
pedicle fixation. There are no other 
devices that have yet been approved for 
spinal and/or pedicle fixation or 
otherwise cleared for marketing as 
spinal and/or pedicle fixation devices.

DI. Environmental Impact
The agency has determined under 21 

CFR 25.24(a)(8) that this action is o f a 
type that d oes not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
poran environmental impact statement 
«required.

: Economic Impact
|, FDA has examined the econom ic 
unpact of the final tracking regulation 
.‘dung into account the revisions to the 
j lustrative list of devices subject to 
tracking and assessed the extent to 
which the final rule would have an 
n ect upon small business entities in 
ccordance with the econom ic 

f o m e n t s  of Executive Order 12291 
in .  Re8ulatory Flexibility Act (Put 

96-354). FDA has placed on file at

the Dockets Management Branch a copy 
of the agency’s “Threshold Assessment 
of the Impact o f Requirements for 
M edical Device Tracking (Second 
Version).” The econom ic impact of this 
rule is discussed in a final rule 
published elsewhere in this issue of the 
Federal Register in which the agency is 
announcing notification of the change of 
status o f the device tracking regulation 
and is suspending the effective date of 
the regulations until August 2 9 ,1 9 9 3 .

The agency concludes that the rule is 
not a major rule as defined in Executive 
Order 12291. Further, the agency 
certifies that the rule, i f  implemented, 
w ill not have a significant econom ic 
impact on a substantial number of small 
entities, as defined in the Regulatory 
Flexibility Act.

V. Paperw ork Reduction Act o f 1980
This final rule does not add any 

information collection requirements to 
21 CFR part 821 although, pursuant to 
law, it does add to the list o f devices 
subject to tracking requirements.

VI. Opportunity for Comments
Under 21 CFR 10.40(e), an 

opportunity for comment on this final 
rule is being provided. Interested 
persons may, on or before September 15, 
1993, submit to the Dockets 
Management Branch (address above) 
written com ments regarding this final 
rule. Two copies o f any comments are 
to be submitted, except that individuals 
may submit one copy. Comments are to 
be identified with the, docket number 
found in brackets in the heading o f this 
document. Received com ments may be 
seen in the office above between 9 a.m. 
and 4 p.m., Monday through Friday.

List o f Subjects in 21 CFR Part 821
Device tracking, M edical devices, 

Reporting and recordkeeping 
requirements.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, 21 CFR part 821 is 
amended as follows:

PART 821— MEDICAL DEVICE 
TRACKING REQUIREMENTS

1. The authority citation for 21 CFR 
part 821 is revised to read as follows:

A u t h o r i t y :  Secs. 301, 501, 502, 510, 515, 
518, 519, 701, and 704 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 331, 351, 
352, 360, 360e, 360h, 360i, 371, and 374).

2. Section 821.20 is amended as 
follows:

a. In the table in paragraph (b)(1) the 
following entries are added immediately 
following the entry “870.3460 Vascular 
graft prosthesis of 6 millimeters and 
greater diam eter” to read as follows:

§ 821.20 Devices subject to tracking.
ft ft ft ft it

(b) * * *
(1) Perm anently implantable devices.

21 CFR Classification

• #
(no cite) .. .... Total

temporomandibular 
joint prosthesis.

(no cite) .. .... Glenoid fossa pros-
thesis.

(no cite) .. .... Mandibular condyle
prosthesis.

(no cite) .. .... Interarticular disc
prosthesis 
(interpositional im
plant).

• „ * * *

ft ft ft ft ft

b. In the table in paragraph (c) the 
following entry is added to appear at the 
beginning of the table, and by removing 
from the last entry in the table for 21 
CFR 878.5725, the phrase 
“ (Electrom echanical only)” to read as 
follows:

(c) * * *

21 CFR Classification

876.3350 ......... ......  Penile inflatable im-
plant.

* * * * *

★  * * * *
Dated: July 8,1993.

M i c h a e l  R. T a y l o r ,
D eputy C om m issioner fo r  Policy.
[FR Doc. 93-19470 Filed 8-11-93; 11:24 amj 
BILUNG CODE 4160-01-F
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DEPARTMENT O F HOUSING AND 
URBAN DEVELOPMENT

Office of the Assistant Secretary for 
Public and Indian Housing
[Docket No. N-93-3638; FR-3303-N-02]

Notice of Funding Availability (NOFA) 
and the Program Guidelines for the 
Moving to Opportunity for Fair 
Housing Demonstration for Fiscal Year 
1993

AGENCY: Office o f Assistant Secretary for 
Public and Indian Housing, HUD. 
ACTION: Notice o f funding availability 
for F Y 1993; and notice of Program 
Guidelines for the moving to 
opportunity for Fair Housing (MTO) 
Demonstration Program.

SUMMARY: This notice announces a 
national com petition for the Moving to 
Opportunity for Fair Housing (MTO) 
Demonstration Program to be 
administered by public housing 
agencies (PHAs) in  conjunction with 
non-profit organizations (NPOs) in five 
metropolitan areas and the City of Los 
Angeles. HUD has set aside section 8 
funding o f approximately $50 m illion in 
budget authority for rental vouchers and 
$20 m illion in budget authority for 
rental certificates w hich w ill support 
assistance for an estimated 1,350 rental 
vouchers (Fiscal Year 1993 Funding) 
and 550 rental certificates (Fiscal Year 
1992 Funding) under the M TO Program. 
The eligible PHAs must serve a central 
city  with a population that is  greater 
than 400,000  w ithin a m etropolitan area 
with a population that is greater than
1.5 m illion. In addition, up to $500 ,000  
in housing counseling grant funds w ill 
be made available by HUD to provide 
selected fam ilies with housing search 
assistance in  this demonstration. The 
MTO demonstration provides housing 
counseling services in  com bination with 
tenant-based rental assistance to assist 
very low-income fam ilies with children, 
who reside in  public housing or housing 
receiving project-based Section 8 
assistance located in high-poverty 
census tracts in  the jurisdictions of 
central city PHAs to move to low- 
poverty census tracts.

This NOFA invites the City of Los 
Angeles PHA and other eligible PHAs' 
w hich serve a central city and NPOs to 
submit joint applications for the MTO 
demonstration program. This NOFA 
provides instructions to applicants 
governing the subm ission of 
applications, and describes procedures 
for rating, ranking, and approving 
applications.

Section 152 o f the Housing and 
Community Development Act o f 1992

requires that the Department extend 
eligibility to Los Angeles for FY  1993 
funding. The City of Los Angeles w ill be 
funded i f  the PHA submits an 
approvable application. The five PHAs 
with the highest scores (not including 
Los Angeles) w ill each receive 
approximately twenty percent o f the 
special allocation of rental certificates. 
The same PHAs and the Los Angeles 
PHA w ill each receive approximately 17 
percent of the rental voucher allocation. 
If a PHA submits an application for a 
sm aller number of units or fewer than 
five PHAs plus the Los Angeles PHA 
submit approvable applications, any 
residual funding w ill be awarded 
proportionately to each PHA selected 
for participation in the MTO 
Demonstration. Each selected NPO w ill 
receive housing counseling grant funds 
from HUD.

PHA applications must provide 
census data for the specific high-poverty 
census tracts in the central city w hich 
it serves and in w hich it proposes to 
implem ent the MTO demonstration 
program, and identify the public 
housing projects and section 8 moderate 
rehabilitation projects and projects 
receiving section 8 project-based 
assistance in those tracts. Only fam ilies 
living in public housing projects or 
projects receiving section 8 project- 
based assistance w ithin the census 
tract(s) designated by the PHA w ill be 
eligible for assistance under the 
demonstration.

Section 23 of the U.S. Housing Act of 
1937 was amended by section 106 of the 
Housing and Community Development 
Act o f 1992 and now requires that any 
PHA receiving additional rental 
vouchers or certificates in FY  1993 must 
establish a family self-sufficiency (FSS) 
program. For IHAs, section 106(j) made 
participation in the F S S  program 
optional for FY  1993 and all future 
fiscal years. The program guidelines for 
the F S S  program were published in the 
Federal Register on September 3 0 ,1 9 9 1  
(56 FR 49592). The regulations for the 
F S S  program were published on May
2 7 ,1 9 9 3  (58 FR 30853). Unless 
specifically excepted by HUD, any 
rental voucher or rental certificate 
funding reserved in FY  93 w ill be used 
to establish the minimum size o f a 
PHA’s F S S  program.

If a PHA received an incentive award 
for the F S S  program in response to the 
NOFA published in the Federal Register 
on Septem ber 3 0 ,1 9 9 1  (56 FR 49612) 
and amended on January 3 ,1 9 9 2  (57 FR 
312), the number o f new units received 
in FY  93 w ill be added to the incentive 
awards received in F Y  92 and this 
number w ill be the minimum size of the 
PHA’s F S S  program.

DATES: Applications must be received in 
room 4220, HUD Building, 451 Seventh 
Street, SW ., W ashington, DC 20410, by 
3 p.m., EDT on October 1 5 ,1 9 9 3 . A 
copy of the jo int application must also 
be submitted to the appropriate HUD 
Field Office. Application forms (HUD- 
52515) may be obtained from the local 
HUD Field  Office.
FOR FURTHER INFORMATION CONTACT: 
Gerald J. Benoit, Director, Operations 
Branch, Rental Assistance Division, 
O ffice of Assisted Housing, Department 
o f Housing and Urban Development, 
451 Seventh Street, SW ., Washington, 
DC 20410, telephone (202) 708-0477. 
Hearing-impaired or speech-impaired 
individuals may call HUD’s TDD 
num ber (202) 708 -4 5 9 4 . (These 
numbers are not toll-free numbers.)

SUPPLEMENTARY INFORMATION: 

Paperw ork Reduction Act Statement
The information collection 

requirem ents contained in this notice 
have been approved by the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act of 1980 
(44 U.S.C. 3 5 01 -3520 ), and have been 
assigned OMB Control Number 2577- 
0170.

I. Purpose and Substantive Description

(A) Authority
The M TO Demonstration program is 

authorized under title I, subtitle C, 
section 152 o f the Housing and 
Community Development Act of 1992 
and the “Annual Contributions for 
Assisted Housing” heading of title II of 
the VA, HUD-Independent Agencies 
Appropriations Act of 1992 (Pub. L. 
1 0 2 -1 3 9 , approved October 2 8 ,1991). 
The regulations governing the rental 
certificate program are published at 24 
CFR part 882. The regulations governing 
the rental voucher program are 
published at 24 CFR part 887.

(B) Description o f the Demonstration 
Design
(1) General.

The M TO program is a demonstration 
to com bine housing counseling services j 
w ith tenant-based rental assistance to 
assist very low-incom e families with 
children, who reside in public housing i 
or housing receiving project-based 
Section 8 assistance located in high- j 
poverty census tracts in the central city 
served by the PHAs, obtain housing in 
low-poverty census tracts located inside 
or outside the central city served by the 
PHAs.

(2) Program Design
In the past, HUD has authorized 

sim ilar programs to reduce racial
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segregation in  assisted housing 
programs in com pliance with court 
orders. The MTQ program differs from 
those programs because MTO program 
assistance is linked to concentrations of 
poverty rather than racial *
concentrations.

A fam ily chosen to participate in the 
demonstration w ill either be assigned to 
the “experimental group” or to the 
"comparison group” for evaluation 
purposes. O ne-half of the fam ilies 
selected fo r the M TO program must be 
assigned to  each group Using a random 
assignment process.

A family assigned to the 
“experimental group” w ill receive 
extensive housing counseling services 
from the non-profit organization (NPO) 
to assist the family in obtaining housing 
in low poverty areas. Each family from 
the experimental group must initially 
sign a lease for a unit located in a low- 
poverty area.

A family assigned to the comparison 
I group w ill receive the assistance 

regularly offered by the PHA to a rental 
j voucher or a rental certificate holder, 

but will not receive any additional 
housing search assistance from the NPO. 
A family from the com parison group 
will receive a rental voucher or rental 
certificate and w ill have the freedom to 
select any housing in accordance with 
normal p ro g ram  requirements. '

When a rental voucher and a rental 
| certificate provided by HUD to the PHA 

under th is demonstration becom es 
available for reissue (i.e., the family 
initially selected for the program drops 
out of the program or is unsuccessful in 
its search for a u n i t ,  or the fam ily is 
terminated from the program), the rental 
assistance may only be used for another 
family elig ib le for assistance under this 
demonstration until the Department 
releases th e  PHA from that obligation.

I Except as provided in this NOFA, the 
PHAs participating in the MTO 
demonstration program must continue 
to follow all the other requirements of 

| the rental voucher and rental certificate 
I Programs.

Collection and m aintenance of data 
are required for biennial interim  repoi 
Ç®- a ten-year final evaluation reports 
Congress mandated by the Housing ar 
Community Development A ct o f 1992 
Applicants must cooperate by keeping 
^ords for this demonstration. T he ty 
HUD°rdSr8(lu*red "dH be specified b

‘he housing counseling services 
provided by the NPO will be funded in 
Part from HUD housing counseling

un̂ ®r a grant agreement between 
In! i ® HUD, and in part from 

sources. HUD will have available 
P o $500,000 in housing counseling

4i
grant funds for participating NPOs to 
serve the experimental families. HUD 
w ill provide $275 per unit for housing 
counseling services for each rental 
certificate and rental voucher provided 
to the PHA. No more than half o f the 
fam ilies in the demonstration w ill 
receive housing counseling services 
from the NPO. Counseling funds w ill be 
available in the amount o f $550 for each 
experimental rental voucher and 
certificate. HUD recognizes that this 
amount may not be sufficient to fund 
the housing counseling services 
required under this demonstration. 
Therefore, the NPO must provide an 
equal amount of funds available from 
other sources to fund adequately the 
housing counseling services.

(3) HUD Contractor
HUD may contract with an 

independent third-party ̂ Contractor) to 
perform several tasks related to the 
implementation of the MTO program as 
well as the evaluation of the success of 
the demonstration program. These 
services may include, but are not 
limited to:

(i) Designing the procedures for 
random assignment of the fam ilies who 
participate in the program;

(ii) Completing a processing 
handbook o f MTO procedures;

(iii) Training NPOs to perform MTO 
services;

(iv) Assisting PHAs in revising their 
administrative plans and equal 
opportunity housing plans as necessary 
to provide for the implementation and 
evaluation of the demonstration 
program; and

(v) Conducting a process and short
term outcome evaluation of the 
program.

(4) Outreach and Selection o f Fam ilies
The funding announced by this NOFA 

w ill be available for very low-income 
fam ilies living in public housing or 
housing receiving section 8 project- 
based assistance w ithin the census 
tract(s) designated by the PHA. Since 
most of the fam ilies that qualify for 
assistance under this statutory 
demonstration w ill not qualify for a 
Federal preference (i.e., involuntarily 
displaced, hom eless or living in 
substandard housing, or paying more 
than 50 percent of incom e for rent) and 
in order to meet the objectives of the 
demonstration, selection o f fam ilies that 
do not meet a Federal preference does 
not count against the PHA’s 10 percent 
allowance for admission of non-Federal 
preference holders. Eligible fam ilies w ill 
be selected for participation in the MTO 
demonstration program from a special 
section 8 waiting list established by the

PHA only for this demonstration 
program. A ll fam ilies selected to receive 
a rental certificate or rental voucher 
must select a unit w hich is eligible 
housing under the rental voucher and 
rental certificate program rules.

The PHAs selected to participate in 
this demonstration must conduct 
special outreach efforts at all public 
housing and section 8 projects in  the 
designated high-poverty census tracts. 
The PHA outreach effort must explain 
the eligibility requirements for the MTO 
program, the number of MTO rental 
vouchers and certificates available, and 
the application and selection 
procedures. PHAs and NPOs must 
com ply with the requirem ents of the 
PHAs’ equal opportunity housing plans 
and all fair housing laws during the 
implementation of the demonstration 
program.

A PHA selected for the MTO 
demonstration must establish an 
application deadline for fam ilies who 
want to participate in the M ID  
Demonstration. Applications received 
by the deadline w ill be assigned a 
position on a separate waiting list based 
on a  random assignm ent using a lottery. 
The separate waiting list w ill be 
maintained throughout the term of the 
demonstration to provide a list of 
eligible fam ilies that would receive 
rental assistance i f  an MTO rental 
voucher or rental certificate is  available 
to be re-issued.

(C) Definitions

1. High and low-poverty Census 
Tracts. For purposes of this program, 
high-poverty census tracts and low- 
poverty census tracts are defined as 
follows:

(a) A high-poverty census tract is a 
census tract located w ithin the 
boundary of the central city served by 
the PHA in w hich at least 40  percent of 
the persons for whom poverty status is 
determined had incom es in  1989 below 
the poverty level.

(b) A low-poverty census tract is any 
census tract located inside or outside 
the central city in w hich less than 10 
percent of the persons for whom poverty 
status is determined had incom es in 
1989 below the poverty level.

2. Families in Assisted Housing. All 
very low-incom e fam ilies w ith children 
who reside in designated high-poverty 
census tracts in public housing or in 
Jiousing projects w ith one or more units 
o f section 8  project-based assistance and 
who are w illing to move to low-poverty 
areas are eligible to apply for assistance 
under MTO.
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(D) What PHAs May Apply
A PHA that operates a section 8 rental 

voucher or rental certifícate program in 
a central city with a population greater 
than 400,000 within a metropolitan area 
with a total population greater than 1.5 
m illion may apply for rental voucher 
and rental certifícate funding under the 
MTO demonstration program.

The PHA must select an NPG that is 
willing to participate in the MTO 
demonstration program with the PHA. 
The NPO must have authority under its 
charter to operate throughout the 
metropolitan area including the central 
city. An NPO w hich is  an agent or 
instrumentality o f a participating PHA,
i.e., a subsidiary or other entity created 
or substantially controlled by the PHA, 
is not eligible to participate in the MTO 
demonstration.

The cities that meet the population 
criteria, as determined by HUD, are:
Baltim ore, Maryland 

* Boston, Massachusetts 
Chicago, Illino is  
Cleveland, Ohio 
Dallas, Texas 
Denver, Colorado 
Detroit, M ichigan 
Fort W orth, Texas 
Houston, Texas 
Kansas C ity, M issouri 
Long Beach, California 
Los Angeles, California 
M ilw aukee, Wisconsin 
New York, New York 
Philadelphia, Pennsylvania 
Phoenix, Arizona 
San Diego, California 
San Francisco, California 
San Jose, California 
Seattle, Washington 
Washington, D.C.

The fact that a city is on the list above 
does not mean that the MTO program is 
an appropriate program for the city. The 
MTO program is intended to improve 
the ability of very low-income families 
with children to leave areas of 
concentrated poverty. Applications for 
cities where concentrated poverty is a 
major problem are more likely to be 
funded than applications for cities 
where the concentration o f poverty is a 
relatively m inor problem.

(E) Roles o f Applicants in 
Demonstration Implementation
(1) Role o f Public Housing Agencies

The PHA w ill select very low-income 
fam ilies with children from its separate 
waiting list established for this program 
in accordance with regulations for the 
rental voucher and rental certificate 
programs. The fam ilies must reside in 
section 8 or public housing projects 
located in the census tracts identified in 
the PHA’s application and must be
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willing to move to low-poverty census 
tracts. A family selected for the PHA’s 
MTO program must be issued a rental 
voucher or a rental certificate, and 
briefed on the benefits o f the MTO 
program for families. All fam ilies w ill 
receive the housing counseling usually 
provided by the PHA to a family 
selected under the rental voucher and 
rental certificate programs. Fam ilies 
randomly assigned to the experimental 
group w ill receive additional housing 
search assistance provided by NPOs and 
these fam ilies w ill be informed that they 
must initially use their section 8 
assistance in a low-poverty census tract. 
In some cases, fam ilies who are eligible 
to participate in the MTO demonstration 
program may be on both the regular 
section 8 waiting list and the special 
MTO waiting list. If such families 
decline to participate in the MTO 
demonstration, the fam ilies w ill retain 
their position on the regular section 8 
waiting list and may receive rental 
assistance in accordance with normal 
program procedures. The PHAs must 
submit reports to HUD biennially on the 
progress of the MTO demonstration. The 
reports müst include the number of 
persons served, their race, gender and 
ethnicity, the level o f housing 
counseling services received, the cost of 
providing the housing counseling 
services, updates on the employment of 
fam ilies, and other information as 
determined by HUD.

(2) Role of Non-Profit Organization
The NPO must randomly assign 

fam ilies selected by the PHA for 
participation in the demonstration to 
the experimental group or the 
comparison group. HUD w ill provide 
guidance on random assignment 
procedures.

The NPO must provide individual 
counseling on housing search in low- 
poverty census tracts to the families 
selected for the experimental group with 
sensitivity to the special needs of the 
individual families. The NPO must also 
give guidance to the fam ilies on the 
requirements of unit owners and 
conduct role-playing sessions in w hich 
fam ilies learn effective ways to present 
themselves to the unit owners. The NPO 
must aggressively recruit unit owners 
willing to provide housing in low- 
poverty census tracts throughout the 
metropolitan area. The NPO must 
perform credit and housekeeping checks 
for the fam ilies in the experimental 
group. The NPO must assist the 
experimental group fam ilies in their 
search foi housing. For example, the 
NPO staff must provide transportation 
to low-poverty census tracts for a tour 
and a search for available units and

must assist the fam ilies in the 
preliminary inspection of potential 
units. The NPO must provide 
information and counseling to the 
fam ilies as they adjust to their new 
environment. A description of services 
required to be provided by NPOs is 
included as Attachment 1 to this NOFA. 
The NPOs must periodically report 
directly to HUD with copies of the 
information to the PHAs.

II. Application Process

(A) Application Submission Deadline

The PHA and NPO must submit an 
application for funding under this 
NOFA to the following address: U.S. ? 
Department of Housing and Urban 
Development, Mr. Gerald J. Benoit, 
Director, Operations Branch, Rental 
Assistance Division, room 4220, 451 
Seventh Street, SW ., Washington, DC 
20410 by 3 p.m., E.D.T., on October 15, 
1993. HUD Headquarters is the official 
place o f receipt for all applications. 
Application forms (HUD-52515) maybe 
obtained from the appropriate HUD 
Field Office. A copy of the application 
submitted to Washington must also be 
submitted to the appropriate HUD Field 
Office.

The application deadline for receipt 
o f the application in HUD H eadquarters 
is firm as to date and hour. In the 
interest of fairness to all co m p e tin g  
applicants, the Department will not 
accept any application that is not 
received in HUD Headquarters on or 
before the application deadline. 
Applicants should take this requirement 
into account and make early submission 
o f their materials to avoid any risk of 
loss of eligibility brought about by 
unanticipated delays or other delivery- 
related problems. HUD Headquarters 
and the Field  Offices w ill not accept 
applications w hich are sent via 
facsim ile (FAX) transmission.

For purposes o f expediting the 
application process, the PHA should 
encourage the ch ief executive officer of 
the unit o f general local government to 
submit a letter with the PHA application 
com menting on the PHA application in 
accordance with section 213. Since 
HUD cannot approve an application 
until the 30-day comment period is 
closed, the section 213 letter should not 
only com ment on the application, but 
also state that HUD may consider the 
letter to be the final comments and that 
no additional com ments will be 
forthcoming from the unit of local 
government.
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(B) Selection Criteria/Ranking Factors
(1) General

HUD will screen all applications and 
disapprove any that are in the categories 
listed in section 11(C) of this NOFA.
HUD will use the selection criteria and 
point assignment listed below to review 
and rate all approvable applications.
The Los Angeles PHA and the five PHA 
applications that receive the highest 
scores under the rating process w ill be 
approved and the PHAs w ill receive 
rental vouchers and rental certificates in 
connection with the MTO program.

(2) Selection Ranking Factors
(a) Selection Criterion 1: Site of 

Demonstration Program (Maximum of 
15 points)—(i) Description: H U D  w ill 
assign points for the extent of 
concentration o f the poverty population 
within ail high-poverty tracts, based on 
an identification of all high-poverty 
census tracts within the central city 
served by the P H A .

(ii) Rating: 15 points. The poverty 
population residing in all high-poverty 
census tracts represents 35 percent or 
more of th e  poverty population residing 
in the central city served by the PHA.

10 points. The poverty population 
residing in  all high-poverty census 
tracts represents at least 25 percent but 
less than 35 percent o f the poverty 
population residing in the central city 
served by the PHA.

5 points. The poverty population 
residing in  all high-poverty census 
tracts represents at least 15 percent but 
less than 25 percent of the poverty 
population residing in the central city 
served by the PHA.

0 points. The poverty population 
residing in all high-poverty census 
tracts represents less than 15 percent of 
the poverty population in the central 
citv served by the PHA.

(o) Selection Criterion 2 : Num ber of 
Assisted F am ilies with Children 
Residing in Census Tracts Selected by 

(Maximum of 10 points)— (i) 
Description: The PHA shall provide an 
asúmate of the total number of fam ilies 
wth children residing in eligible 
Projects that are located in central city 
th Du°V8rty census tracts selected by 

ru d ôr demonstration.
UiJ flcrting; io  point. The number of 

wi&  children residing in 
tiw • proiects located in high-poverty 

cts is more than three tim es the 
number needed to support the 
jpjjjjj^j^tion, as proposed in the

' 5 ° ^ .  The number of fam ilies with 
locAt!!  ̂^ j^ in g  in eligible projects 
two *• ln high-poverty tracts is at least 

I mes greater than, but less than

three times, the number needed to 
support the demonstration, as proposed 
in the application.

0 points. The number of fam ilies with 
children residing in eligible projects '  
located in high-poverty tracts is less 
than two times die number needed to 
support the demonstration, as proposed 
in the application.

(c) Selection Criterion 3: The 
Feasibility o f the Provision o f Housing 
Search Assistance (Maximum o f 25 
points)— (i) Description: The capability 
of the NPO to provide quality housing 
counseling services is evidenced by 
sources o f the funds necessary to carry
out the services including but not 
limited to HUD counseling funds.

Rating: 16-25 points. The NPO budget 
is sufficient to provide for quality 
housing counseling services as 
identified in attachment 1. These 
services w ill be adequately funded from 
HUD counseling funds and other 
resources. Firm financial commitments 
are supported by letters from the 
funding source signed by an official 
authorized to commit the funds.

1-15 points. The NPO budget is 
sufficient to provide for quality housing 
search assistance as identified in 
attachment 1. These services w ill be 
adequately fundied from HUD 
counseling funds and other resources. 
However, some of the other resources 
are only partially or contingently 
committed.

0 points. The NPO budget is 
unrealistic, or commitments of other 
resources are inadequate.

(d) Selection Criterion 4: PHA 
Administrative Capacity (Maximum of 
25 points)— (i) Description: Overall PHA 
administrative ability in the Rental 
Voucher, Rental Certificate, and 
Moderate Rehabilitation Programs, as 
evidenced by factors such as leasing 
rates, correct administration of housing 
quality standards (HQS) and com pliance 
with requirements concerning 
portability of rental vouchers and 
certificates including com pliance with 
obligations as an initial or receiving 
PHA, com pliance with Fair Housing and 
Equal Opportunity program 
requirements, assistance payment 
computation, and rent reasonableness 
requirements is either excellent or good.

(ii) Rating: 16-25 points. Field Office 
rates overall PHA administration of the 
Rental Voucher, Rental Certificate, and 
Moderate Rehabilitation Programs as 
excellent; there are no serious 
outstanding management review, fair 
housing and equal opportunity 
monitoring review, or Inspector General 
audit findings; the PHA is complying 
with portability requirements under the 
rental voucher and certificate programs;

not more than 15 percent o f the units 
inspected by the Field  O ffice during the 
last management review failed to meet 
housing quality standards (HQS) or the 
field office is aware of actions taken by 
the PHA to improve its inspection 
procedures; and the leasing rate for 
rental vouchers and rental certificates 
under Annual Contributions Contract 
(ACC) for one year or more was at least 
95 percent as of September 3 0 ,1 9 9 2 , 
unless Field  Office documents that the 
September 3 0 ,1 9 9 2 , report was not 
reflective of PHA performance;

l-15points. Field Office rates overall 
PHA administration of the Rental 
Voucher, Rental Certificate, and 
Moderate Rehabilitation Programs as 
good; any management review, fair 
housing and equal opportunity 
monitoring review, or Inspector General 
audit findings are being satisfactorily 
addressed; the Field Office is aware of 
some problems with PHA 
administration of portability (e.g., not 
responding to billing promptly); not 
more than 25 percent of the units 
inspected by the Field Office during the 
last management review failed to meet 
HQS or the field office is aware of 
actions taken by the PHA to improve its 
inspection procedures; and the leasing 
rate for rental vouchers and rental 
certificates under ACC for one year or 
more was at least 85 percent as of 
September 3 0 ,1 9 9 2 , unless Field Office 
documents that the September 3 0 ,1 9 9 2 , 
report was not reflective of PHA 
performance;

0 points. If neither of the above 
statements apply, assign 0 points.

(e) Selection Criterion 5: NPO Record 
and Capacity (25 points)— (i) 
Description. The history and capacity of 
the NPO to properly adm inister the 
housing counseling services as 
evidenced by existing efforts as well as 
key staff experience.

(ii) Rating: 16-25 points. The NPO has 
a history o f assisting very low-income 
fam ilies with children in the search for 
housing and/or has helped to introduce 
these fam ilies into low-poverty census 
tracts. The NPO exhibits a good 
knowledge of the section 8 rental 
voucher and rental certificate 
regulations and fair housing and equal 
opportunity requirements. The key 
personnel o f the NPO have considerable 
experience in the provision o f the 
services required in the application.

1-15 Points. The NPO nas some 
history o f assisting very low-income 
fam ilies with children in finding 
suitable housing and/or helping to 
introduce low-income persons into low- 
poverty census tracts. The NPO is 
fam iliar with the section 8 regulations, 
or the key personnel of the NPO have
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limited background in the provision of 
the necessary housing counseling 
services and lim ited knowledge o f fair 
housing and equal opportunity 
requirements.

0 Points. The NPO has no experience 
with housing search assistance or with 
the section 8 regulations.

(c) Unacceptable Applications
Applications that fall into any o f the 

following categories w ill not be 
processed:

1. (a) The Department o f Justice has 
brought a civil rights suit against the 
applicant PHA or NPO, and the suit is 
pending;

(b) There has been an adjudication of 
a civil rights violation in a c iv il action 
brought against the HA by a private 
individual, unless the HA is operating 
in com pliance with court order, or 
implementing a HUD-approved resident 
selection and assignment plan or 
com pliance agreement designed to 
correct the areas o f noncom pliance;

(c) There are outstanding findings of 
noncom pliance with civil rights 
statutes, Executive Orders, or 
regulations as a result of formal 
administrative proceedings, or the 
Secretary has issued a charge against the 
applicant under the Fair Housing Act, 
unless the applicant is  operating under 
a conciliation or com pliance agreement 
designed to correct the areas of 
noncompliance.

(d) HUD has deferred application 
processing by HUD under title VI of the 
Civil Rights Act of 1964, the Attorney 
General's Guidelines (28 CFR 50.3) and 
the HUD title VI regulations (24 CFR 
8.57).

2. The PHA has serious, unaddressed, 
outstanding Inspector General audit 
findings or fair housing and equal 
opportunity monitoring review findings 
or Field  Office management review 
findings for one or more of its rental 
certificate, rental voucher, or moderate 
rehabilitation programs.

3. The leasing rate for rental 
certificates and rental vouchers under 
ACC for at least one year is less than 75 
percent.

4. The PHA is involved in litigation 
and HUD determ ines that the litigation 
may seriously impede the ability o f  the 
PHA to adm inister an additional 
increment o f rental vouchers or rental 
certificates.

5. The PHA does not adm inister a 
rental voucher, certificate or moderate 
rehabilitation program.

6. The PHA is not in  com pliance with 
the Single Audit A ct (31 U.S.C. 7 5 0 1 -  
7507), OMB Circular No. A -1 2 8 , and 
HUD’s regulations at 24 CFR part 44, or 
OMB Circular A -1 3 3 , as applicable.

B. An application that is processed for 
rating and ranking w ill not be 
considered for funding i f  the application 
has failed to receive a com bined score 
of at least 32  points under this NOFA 
for Selection Criteria 3: PHA 
Administrative Capacity and Selection 
Criteria 4 : NPO Record and Capacity.

(D) Application Selection and Funding 
Procedures

HUD Headquarters w ill select the Los 
Angeles PHA and die five other PHAs 
with the five highest rated applications. 
The five PHAs with thé highest scores 
w ill each receive approximately twenty 
percent o f the special allocation o f 
rental certificates. The same PHAs and 
the Los Angeles PHA w ill each receive 
approximately 17 percent o f the 
allocation for rental vouchers. I f  a PHA 
submits an application for a  sm aller 
number o f units or fewer than five PHAs 
plus Los Angeles submit approvable 
applications, any residual funding w ill 
be awarded proportionately to each 
PHA selected for participation in the 
MTO Demonstration. Each selected NPO 
w ill receive housing counseling grant 
funds from HUD based on the number 
o f MTO rental voucher and rental 
certificate units approved for the PHA.

HI. Checklist of Application 
Submission Requirements
(1) General

The applications must include the 
information requested in this section. 
Applications for less than 50  rental 
vouchers and rental certificates w ill not 
be accepted.

Hie application must include an 
explanation o f how the application 
meets, or w ill meet, die application 
selection criteria.

(2) Required Application Contents

(a) PHA Application Forms

Each PHA must submit Form H U D- 
52515, Application for Existing 
Housing, in accordance w ith the 
program regulations.

(b) General

The application must be assembled in 
the order show n in its table o f contents. 
After the entire application is 
assem bled, please:

(i) Insert a cover sheet to separate 
each part;

(ii) Mark each exhibit w ith an 
appropriately numbered tab;

(iff) Number every page o f the 
application sequentially; and

(iv) Enter the appropriate page 
number o f each exhibit on the table of 
contents page. Be sure to provide each 
applicable exhibit (and all its parts)

included in the table o f contents.
Number exhibits in the order given in 
the table of contents. I f  an exhibit is not 
applicable, enter “NA” in the page 
colum n o f the table o f contents.

(c) Narrative Regarding Program 
Implementation

The PHA and NPO must submit an 
explanation of how the PHA and NPO 
propose to  im plem ent the MTO 
demonstration. H ie  PHA and NPO must 
submit a narrative description which 
demonstrates that, for the number of 
units awarded under the MTO 
demonstration program, the PHA and j 
NPO w ill be able to assist participating j 
fam ilies to execute leases with landlords 
w ithin 12 m onths after the approval of 
the application.

(d) Description o f High-Poverty Census 
Tracts ana Eligible Units

The PHA and the NPO must submit 
a listing and description o f all the high- 
poverty census tracts in the central city 
served by the PHA where the MTO  ̂
demonstration program w ill be 
implemented. Data from the 1990 
Census must be used to identify the 
target census tracts. A map which shows 
the target high-poverty census tracts 
must accom pany the application. The 
percentage o f persons living in poverty 
in 1990 in each census tract can be I 
obtained from the Census Bureau j 
publication “1990  Census of Population 
and Housing: Population and Housing j 
Characteristics for Census Tracts and 
Block Numbering Areas” , Washington,
DC, Series CPH -3. Applicants are 
cautioned that the Census may not have 
published the data for a particular city 
by the tim e this notice is published. | 
Many city  and state planning agencies 
have the applicable data and 
accom panying census tract maps. The 
poverty percentages for census tracts 
may also be obtained from the Public s so 
Housing Division staff in the
appropriate Field  Office at the time the j ye
applicant obtains the application forms, a 
The HUD Field  O ffice does not have the pr 
capacity to identify census tract 
boundaries or provide required maps, j

The application must also identify tw j  
public housing and the Section 8 j ?' 
moderate rehabilitation projects locate e 
w ithin the designated high-poverty ' 1 
census tracts. The HUD Field Office will w] 
provide, upon request from the PriA* 0 
the names o f projects receiving project- - , u 
based Section 8 assistance in the j , (jl 
designated high-poverty census tracts _ j  r
identified by the PHA. Applicants may ;(g) 
contact the Public Housing Division i
Staff in the appropriate Field Office w L
obtain the identity of all projects L
receiving project-based section 8
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assistance in the designated high- 
poverty census tracts.

(e) Description of Low-Poverty Census 
Tracts /- i
! The PHÀ and the NPO must submit 
a listing and description of low-poverty 
census trac ts in the metropolitan area 
including data w hich demonstrates the 
availability of housing opportunities 
and rents at or below  the current section 
8 Fair Market Rents (or exception rents) 
in low-poverty census tracts for fam ilies 
who participa te  in the MTO 
demonstration. A map w hich shows the 
low-poverty target census tracts must 
accompany the application. The 
percentage of persons living in poverty 
in 1990 in  each census tract can be 
obtained h o rn  the Census Bureau 
publication “1990 Census of Population 
and Housing: Population and Housing 
Characteristics for Census Tracts and 
Block Numbering Areas”, Washington, 
DC, Series C P H -3 . Applicants are 
cautioned that the Census may not have 
published the data for a particular city 
by the tim e this notice is published.
Many city and state planning agencies 
have the applicable data and 
accompanying census tract maps. The 
poverty percentages for census tracts 
may also be obtained from the Public 
Housing Division staff in the 
appropriate Field Office at the time the 
applicant obtains the application forms. 
The HUD F ie ld  Office does not have the 
capacity to  identify census tract 
boundaries or provide required maps.

(0 Description of Housing Counseling 
Services

The NPO must submit a description ol 
the housing counseling services to be 
provided by the NPO to the fam ilies 
wth children who w ill participate in 
the MTO program . The NPO must 
provide a separate budget listing the 
sources of income and the cost of the 
housing counseling services for the first 
II** T j 8 budget detail should include 
; breakdown of expenses including 
proposed staffing  levels, transportation, 
„ ^ m g ,  administration, training and 
,, °ther costs associated with providing 

a housing counseling services to 
«miles an d  implementing the MTO 
demonstration program. The NPO must 
J / l 81C0Ples ° f  documents, i f  any, 
*hich show  firm  financial 
iTOmitments from other sources to 
E ?  j  f  housing counseling services 

f  by ^  NPO for 1116 fi^ t year
°tthe MTO demonstration, 
fe) Description of NPO Experience

<wJi ^ s t  submit a narrative
assisti^011 NPO’s history in 

mtmg very low-income fam ilies with

children in the search for housing. The 
NPO should demonstrate that its 
personnel have a good knowledge of the 
Section 8 rental voucher and rental 
certificate programs and fair housing 
and equal opportunity requirements. 
The NPO should provide resumes, 
references, or other available documents 
w hich show that the key personnel in 
the NPO have experience in the 
provision of the housing counseling 
assistance services.

(h) NPO Charter Documents

The NPO must have an organizational 
charter w hich authorizes the NPO to 
conduct metropolitan-wide activities. A 
copy of the NPO’s organizational 
documents must accompany the 
application.

(i) Agreement to Cooperate W ith HUD 
Evaluation of MTO Demonstration

As a part of the application for 
funding, each PHA and NPO applicant 
must submit a letter in w hich each 
applicant agrees to participate and 
cooperate in any evaluation efforts 
undertaken by HUD to determine the 
effectiveness of the MTO demonstration.

(j) Certification Regarding Drug-Free 
W orkplace

The Drug-Free W orkplace Act of 1988 
requires grantees (PHAs and NPOs) of 
Federal agencies to certify that they w ill 
provide a drug-free workplace. Thus, 
each PHA and NPO must certify (even 
though it has done so previously) that 
it w ill com ply with the drug-free 
workplace requirements in accordance 
with 24 CFR part 24, subpart F. (See 
attached Certification for Drug-Free 
W orkplace, attachm ents.)

(k) Certification Regarding Lobbying

Section 319 of the Department o f the 
Interior Appropriations Act, Public Law 
1 0 1 -1 2 1 , approved October 2 3 ,1 9 8 9 ,
(31 U.S.C. 1352) generally prohibits 
recipients o f Federal contracts, grants, 
and loans from the use of appropriated 
funds for lobbying the Executive or 
Legislative Branches of the Federal 
Government in connection w ith the 
specific contract, grant, or loan. The 
Department’s regulations on these 
restrictions on lobbying are codified at 
24 CFR part 87. To com ply with 24 CFR 
part 87.110, any PHA and NPO w hich 
submits an application under this 
NOFÁ for more than $100 ,000  of budget 
authority assistance must submit a 
certification and, i f  warranted, a 
Disclosure of Lobbying Activities. To 
assist PHAs and NPOs, the text for the 
certification regarding lobbying 
(attachment 3 and Standard Form LLL,

“Disclosure Form to Report Lobbying” 
(attachment 4) is attached.

(1) Certification Regarding Compliance 
W ith Single Audit Act

The PHA must be in  com pliance with 
the Single Audit Act, OMB Circular No. 
A -128  and HUD’s implementing 
regulations at 24 CFR part 44; or OMB 
Circular No. A -1 3 3 , in  order to be 
eligible for funding. The certification 
must include the period covered by the 
last audit conducted and submitted to 
HUD in accordance w ith these 
requirem ents, or the period covered by 
the audit currently under contract. 
Applicants who are not currently in 
com pliance w ith the audit requirements 
are not eligible for funding. To complete 
the application, a PHA must submit a 
certification o f its com pliance with the 
Single Audit Act (attachment 5).

IV . Corrections to D eficient 
Applications

To be eligible for processing, an 
application must be received by the 
appropriate Field  O ffice no later than 
the date and tim e specified in section II 
o f this NOFA. The Field  Office w ill 
in itially  screen all applications and 
notify PHAs o f technical deficiencies by 
letter.

If an application has technical 
deficiencies, the PHA w ill have 14 
calendar days from the date of the 
issuance o f written notification to 
submit the missing or corrected 
information to the Field  Office. Curable 
technical deficiencies relate only to 
item s that do not improve the 
substantive quality of the application 
relative to the rating factors.

A ll PHAs must subm it corrections 
w ithin 14 calendar days from the date 
o f HUD’s letter notifying the applicant 
o f any such deficiency. Information 
received after 3 p.m. local time (i.e., the 
tim e in the appropriate F ield  Office), of 
the fourteenth calendar day of the 
correction period w ill not be accepted 
and the application w ill be rejected as 
incom plete. A ll PHAs are encouraged to 
review the initial screening checklist 
provided in Section III of this notice. 
The checklisbidentifies all technical 
requirem ents needed for application 
processing. A PHA application that does 
not com ply with the requirements of 24 
CFR § 882.204(a) or 887.55(b) and this 
notice, including the drug-free 
workplace certification and the anti
lobbying certification/disclosure 
requirem ents, after the expiration of the 
14-day cure period, w ill be rejected 
from processing.
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V. Other M atters

(A) Environmental Impact
A Finding of No Significant Impact 

with respect to the environm ent has 
been made in accordance with the 
Department’s regulations at 24  CFR part 
50, w hich im plem ent section 102(2)(C) 
of the National Environmental Policy 
Act o f 1969 (42 U.S.C. 4332). The 
Finding is available for public 
inspection between 7:30 a.m. and 5:30 
p.m. weekdays in the O ffice of the Rules 
Docket Clerk, O ffice o f General Counsel, 
Department o f Housing and Urban 
Developm ent, room 1 0 2 7 6 ,4 5 1  Seventh 
Street, SW ., W ashington, DC 20410.

(B) Federalism Impact
The General Counsel, as the 

Designated O fficial under section 6(a) of 
Executive Order 12612, Federalism , has 
determined that th is NOFA does not 
have substantial, direct effect on the 
States, on their political subdivisions, or 
on the relationship between the Federal 
government and the States, or on the 
distribution o f power or responsibilities 
among the various levels of government, 
because this NOFA would not 
substantially alter the established roles 
of HUD, the States and local 
governments, including PHAs.

(C) Impact on the Family
The General Counsel, as the 

Designated O fficial under Executive 
Order 12606, The Fam ily, has 
determined that the policies contained 
in these guidelines may have a 
significant im pact on the maintenance 
and general well-being o f some families. 
The MTO demonstration can be 
expected to provide additional decent 
and sanitary housing for very low- 
income fam ilies with children who seek 
to move to low-poverty census tracts. 
Further, the housing counseling services 
provided by the non-profit organizations 
are expected to increase the fam ilies’ 
ability to secure rental housing in low- 
poverty census tracts, S ince the impact 
on the family is considered beneficial, 
no further review is necessary.

(D) Accountability in the Provision o f 
HUD Assistance

On M arch 1 4 ,1 9 9 1  (56 F R 11032), 
HUD published a final rule to 
implement section 102 o f the 
Department o f Housing and Urban 
Development Reform Act o f 1989 (HUD 
Reform Act). The final rule is codified 
at 24 CFR part 12. Section 102 contains 
a number o f provisions that are 
designed to ensure greater 
accountability and integrity in the 
provision o f certain types of assistance 
administered by HUD. On January 16,

1992, HUD published at 57 FR 1942, 
additional information that gave the 
public (including applicants for, and 
recipients of, HUD assistance) further 
information on the implementation o f 
section 102. The documentation, public 
access, and disclosure requirements of 
section 102 are applicable to assistance 
awarded under this NOFA as follows:

(1) Documentation and Public Access
HUD w ill ensure that documentation 

and other information regarding each 
application submitted pursuant to  this 
NOFA are sufficient to indicate the basis 
upon which assistance was provided or 
denied. This material, including any 
letters o f support, w ill be made 
available for public inspection for a five- 
year period beginning not less than 30 
days after the award of the assistance. 
Material will be made available in  
accordance with the Freedom o f 
Information Act (5 U.S.C. 552) and 
HUD’s implementing regulations at 24 
CFR part 15. In addition, HUD w ill 
include the recipients of assistance 
pursuant to this NOFA in its quarterly 
Federal Register notice o f all recipients 
o f HUD assistance awarded on a 
com petitive basis. (See 24 CFR 
§§ 12.14(a) and 12.16(b), and the notice 
published in the Federal Register on 
January 1 6 ,1 9 9 2  (57 FR 1942), for 
further information on these 
requirements.)

(2) Disclosures
HUD w ill make available to the public 

for five years all applicant disclosure 
reports (HUD Form 2880) submitted in 
connection with this NOFA. Update 
reports (also Form 2880) w ill be made 
available along with the applicant 
disclosures reports, but in no case for a 
period less than three years. All 
reports—both applicant disclosures and 
updates—w ill be made available in 
accordance with the Freedom of 
Information Act (5 U.S.C. 552) and 
HUD’s implementing regulations at 24 
CFR part 15. (See 24 CFR subpart C, and 
the notice published in the Federal 
Register on January 1 6 ,1 9 9 2  (57 FR 
1942), for further information on these 
disclosure requirements.)

(E) Prohibition Against Lobbying 
Activities

The use o f funds awarded under this 
NOFA is subject to the disclosure 
requirements and prohibitions of 
section 319 o f the Department o f Interior 
and Related Agencies Appropriations 
Act for Fiscal Year 1990 (31 U.S.C.
1352) (the ’’Byrd Amendment”) and the 
implementing regulations at 24 CFR part 
87. These authorities prohibit recipients 
o f Federal contracts, grants, or loans

from using appropriated funds for 
lobbying the Executive or legislative 
Branches of the Federal Government in 
connection with a specific contract, 
grant, or loan. The prohibition also . 
covers the awarding of contracts, grants 
cooperative agreements, or loans unless 
the recipient has made an acceptable 
certification regarding lobbying. Under 
24 CFR part 8 7 , applicants, recipients, 
and subrecipients o f assistance 
exceeding $100 ,000  must certify that no 
Federal hinds have been or will be spen 
on lobbying activities in connection 
with the assistance.

(F) Prohibition Against Lobbying of HUl 
Personnel

Section 13 o f the Department of 
Housing and Urban Development Act 
(42 U.S.C. 3537b) contains two 
provisions dealing with efforts to 
influence HUD’s decisions with respect 
to financial assistance. The first impose! 
disclosure requirements on those who 
are typically involved in  these efforts— 
those who pay others to influence the ! 
award of assistance or the taking of a 
management action by the Department 
and those who are paid to provide the 
influence. The second restricts the 
payment of foes to those who are paid 
to influence the award o f HUD 
assistance, i f  the fees are tied to the 
number o f housing units received or arei 
based on the amount of assistance 
received, or i f  they are contingent upon 
the receipt o f assistance. Section 13 was 
implemented by final rule published in j 
the Federal Register on May 17,1991 
(56 FR 29912). If readers are involved in| 
any efforts to influence the Department i 
in these ways, they are urged to read thaj 
final rule, particularly the examples 
contained in Appendix A of the rule.

Any questions concerning the rule 
should be directed to the Director, 
Office o f Ethics, room 2158, Department 
of Housing and Urban Development, I 
451 Seventh street, SW ., Washington IXj 
2 0 4 10 -3000 . Telephone: (202) 708-381$ 
(voice/TDD). (This is not a toll-free 
number.) Forms necessary for 
com pliance with the rule m ay be 
obtained from the local HUD office.

(G) Prohibition Against Advance 
Information on Funding Decisions

Section 103 o f the Reform Act 
proscribes the communication of certaw 
information by HUD employees to 
persons not authorized to receive t n a i  
information dining the selection 
for the award o f assistance that entm» j 
a com petition for its distribution. H 1 
regulations implementing section I
are codified at 24 CFR part 4 (see 5 
22088, May 13 ,1991 ). In accord an ce 
with the requirements of section • :
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HUD employees involved in the review 
of applications and in the making of 
funding decisions under a com petitive 
funding process are restrained by 24 
CFR part 4 from providing advance 
information to any person (other than an 
authorized employee o f HUD) 
concerning binding decisions, or from 
otherwise giving any applicant an unfair 
competitive advantage. Persons who 
apply for assistance in this com petition 
should confine their inquiries to the 
subject areas permitted by 24 CFR part
4. Applicants who have questions 
should contact the HUD Office o f Ethics 
(202) 708-3815  (voice/TDD). (This is 
not a toll-free number.)

Dated: July 14,1993.
Joseph S h u l d i n e r ,
Assistant Secretary fo r  P ublic an d Indian  
Housing.

Attachment 1— Moving to Opportunity 
for Fair Housing Dem onstration 
Program Description o f  Housing 
Counseling Services

% A Non-Profit Organization (NPO) 
which is selected as a participant under 
this NOFA must aggressively recruit 
owners and managers o f property in 
low-poverty census tracts throughout 
the metropolitan area who are interested 
in renting to Section 8-assisted tenants. 
In recruiting owners and managers o f 
property in low-poverty census tracts, 
the NPO is reminded o f the provisions 
of the Equal Opportunity Housing Plan 
which includes actions (1) to further 
affirmatively national fair housing 
policies pursuant to the Fair Housing 
Act by promoting a wider choice o f 
housing opportunities for m inorities 
and female-headed households and (2) 
to achieve participation by owners o f 
units of suitable price and quality 
located outside census tracts of high- 
poverty or minority concentrations. The 
NPO shall conduct the recruitm ent in 
person, by telephone, in writing, at 
meetings of landlord associations, by 
special brochures, and by other 
economically feasible means. The NPO 
shall make special efforts to obtain the 
participation o f owners and managers o f 
more than 500 units and o f owners and 
managers of units w ith 3 or more 
bedrooms. In recruiting such owners 

managers, the NPO shall evaluate 
whether the units w ill meet the housing 
quality standards. Recruitment of 
landlords shall be an ongoing process 
used to identify housing units that 
assisted families might wish to rent and 
NPQs diali devote staff resources to 
landlord recruitment throughout the 
course of the demonstration.

2/ihe PHA shall provide the NPO 
wtth a list of the names o f fam ilies that

have been selected to participate in this 
demonstration. The NPO shall assign 
each family on the list to the 
experimental group or the control group 
status by some random method (such as 
whether the last digit of the social 
security number o f the head of 
household is even or odd) only until 
one-half the fam ilies are either 
experimental or controls. The fam ilies 
selected to be in the control group w ill 
be given a rental voucher or certificate 
by the PHA mid these fam ilies can 
search for a unit to lease. The fam ilies 
selected for the experimental group w ill 
receive housing counseling assistance, 
but can only receive assistance i f  they 
initially lease a unit in a low-poverty 
census tract.

3. The fam ilies selected for 
participation in the experimental group 
w ill receive guidance from die NPO in 
selecting a suitable u n it  The PHA and 
NPO shall inform the family o f  its 
responsibilities and the responsibilities 
o f the owner. This guidance in addition 
to the housing counseling services shall 
include:

(a) Fam ily and owner responsibilities 
under the lease and assistance contract;

(b) Applicable housing quality 
standards and procedures for 
com pliance with those standards;

(c f  Significant aspects of applicable 
State and local landlord-tenant laws;

(d) Significant aspects o f Federal, 
State, and local fair housing laws:

(e) Applicable fair market rents or 
payment standards, determination o f 
total tenant payment and establishment 
of housing assistance payments.

4. If a family is selected for the 
experimental group, die NPO may 
require the family to submit a letter 
from the current landlord atout the 
family’s tenancy history, and a general 
letter o f reference.

5. At a group briefing for MTO 
fam ilies selected for the experimental 
group, NPOs shall give the fam ilies 
guidance about what landlords are 
looking for in a tenant, and shall 
conduct Tole-playing sessions in w hich 
fam ilies learn about effective ways to 
present themselves to landlords. NPOs 
must present brief, realistic 
introductions about the advantages and 
disadvantages of living In low-poverty 
census tracts îh  the metropolitan area. 
NPOs shall give fam ilies maps showing 
low-poverty neighborhoods o f the 
metropolitan area. T o  the extent 
practicable, such neighborhoods shall 
be both inside and outside census tracts 
o f minority concentration.

NPOs shall also describe in detail 
effective housing search strategies, and 
warn against ineffective search 
strategies. These may be to some extent

different by site. For exam ple, the 
Gautreaux program in Chicago advises 
fam ilies to ioojc for rental housing ads 
in neighborhood newspapers, and 
notices on bulletin boards in village 
halls. It advises against telephone 
shopping, because landlords may then 
screen on accent or grammar, and 
against starting off an interview with a 
prospective landlord by asking, ’‘Do you 
accept Section 8?”

The importance o f the housing search 
strategies must be emphasized. It is 
hoped that individual housing search by 
assisted fam ilies, rather than the 
organized landlord recruitm ent effort, 
w ill be the main source o f placements.

8. The PHA must assure that each 
family selected for M TO receives a 
rental voucher or rental certificate 
holder's packet. The packet must 
contain:

(a) Request for Lease Approval;
(b) Required Lease Provisions and 

Prohibited Lease Provisions;
(c) Information on Lead-Based Paint 

hazards;
(d) Forms for inspection of housing 

units;
(e) Fair Housing: It’s  your Right 

(H U D -1260-FH EO ) dated July 1990, or 
the Spanish translation thereof (HUD- 
1260-1-FH E O  SPAN) dated September 
1991, as appropriate;

(f) Information about total tenant 
payment or the fam ily’s  portion o f the 
rent to owner and the fair market rent 
or payment standard appropriate for the 
family size and com position;

Cg) The schedule o f allow ances for 
utilities and other services;

(h) Such other item s as HUD may 
subsequently determine are need ed

7, NPOs must perform credit checks 
on M TO fam ilies selected for the 
experimental group. Owners o f rental 
property in low-poverty census tracts 
w ill generally do credit checks in  any 
case. The purpose o f the M TO  credit 
check is to avoid the landlord having to 
do the Check, thereby saving the assisted 
family tim e and often money, i f  the 
credit history is  unfavorable, NPOs may 
suggest ways to cure the credit problem. 
W hen the landlord recruitm ent effort 
described above leads to the 
identification o f potential low-poverty 
census tract units, the NPO is not 
obligated to show them to a  family, 
including a  fam ily with a credit history 
that is not acceptable to most property 
owners, although die experimental 
group fam ily always has the right to 
seek a unit o f its choice in low-poverty 
census tracts.

8. NPOs sh all visit applicant fam ilies 
in their hom es, to do the following:
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(a) Observe the fam ily's treatment of 
the rental property it currently occupies; 
and

(b) Provide individual counseling on 
relocation to low-poverty census tracts, 
sensitive to the special needs of the 
individual family.

The reason for the housekeeping 
check is that a sm all minority o f assisted 
family heads have grown up in 
dysfunctional fam ilies in w hich they 
never learned housekeeping skills.
When they lease a un it in a low-poverty 
census tract, this frequently leads to 
early term ination of die lease by the 
landlord because of lease violations. If 
the fam ily’s treatment o f its current unit 
would not be acceptable to most private 
landlords in low-poverty census tracts, 
the NPO shall inform the family o f the 
areas o f deficiency and offer to schedule 
a return visit in  w hich improvement 
could be demonstrated. It shall also 
inform the family that without 
improvement, its chances of 
successfully leasing a unit in a low- 
poverty census tract are not good. W hen 
the landlord recruitm ent effort 
described above leads to the 
identification of potential low-poverty 
census tract units, the NPO is not 
obligated to show them to fam ilies with 
housekeeping standards that are not 
acceptable to most property owners, 
although the family always has the right 
to seek a unit of its choice in low- 
poverty census tracts.

For the individual counseling 
com ponent o f the home visit, the NPO 
staff shall be w ell informed about (a) 
public transportation routes, ft)) public 
school systems, (c) hospital and public 
health clin ic  locations, (d) new 
industrial and major retail facilities, or 
other potential employment centers. If 
the assisted family receives a rental 
voucher, the NPO shall point out to the 
family the amount of rent and utilities 
it w ill be able to afford from month to 
month, and shall offer to help the family 
draw up a monthly budget for the 
purpose of estimating the maximum 
feasible rent to owner for that family.

9. Depending on the success o f the 
landlord recruitm ent effort, the NPO 
shall be obliged to show no more than 
three units in low-poverty census tracts 
to the assisted family that are 
appropriate for the needs and objectives 
described by the family during the home 
visit, subject to the exceptions for credit 
history and houskeeping noted 
previously. The NPO shall drive the 
family head to the unit in question, 
pointing out com munity features and 
facilities as relevant, and introducing 
the family head to the landlord.

HUD does not expect that the 
landlord recruitm ent effort w ill always

be successful at identifying three 
appropriate units for each family. In 
particular, larger fam ilies requiring 
more bedrooms than average may often 
find appropriate units only in single
family homes and duplexes; the 
recruitm ent of the owners of these units 
is sometimes not econom ically feasible 
for the NPO. NPOs may also not be able 
to locate appropriate units for fam ilies 
with other special needs or objectives.

10. The NPO shall share such 
favorable information as it has 
accumulated about the assisted family 
with property owners identified either 
by the family or by the landlord 
recruitment effort, including but not 
lim ited to favorable letters of reference, 
credit history, and the result of the 
hom e visit, with the object of speeding 
up the landlord’s screening decision. 
NPOs shall also help to negotiate rents 
within the fair market rent/payment 
standard and rent reasonableness limits. 
The NPO shall warn a landlord that an 
outstanding housing quality standards 
violation w ill prevent the PHA’s 
approval of the unit until the violations 
are corrected.

11. The NPO shall contact each 
assisted experimental group family in a 
low-poverty census tract w ithin 90 days 
o f the beginning of the lease term. The 
NPO shall offer such additional 
counseling and/or referral as w ill aid in 
assuring a satisfactory adjustment to the 
new environment. Fam ilies shall be 
assured o f the availability of a 
supportive services counselor to help 
them if  problems relating to their 
placem ent arise. Two frequent problems 
are: (1) Delays in transferring paperwork 
from one public assistance office to 
another, w hich may lead to incom e 
support checks not com ing on time; (2) 
unexpectedly high utility hookup 
deposits. NPOs shall ensure that their 
staff are familiar with prevailing local 
solutions to these and other common 
move-in problems.

From time to time the NPO shall 
sponsor meetings of assisted fam ilies 
who Uve in the same area, to discuss 
common problems (e.g., child care, 
transportation) and facilitate their 
solution.

12. The NPO shall also contact, by 
m ail, the owner or manager of the unit 
in w hich an assisted family is placed 
and assure the owner or manager of the 
availability o f a supportive services 
counselor to help with problems that 
may arise in the fam ily’s adjustment to 
the new environment. Counseling and/ 
or referral to appropriate public or 
private agencies involved with 
employment, education, health, and 
social services shall be provided by the 
NPO to assisted fam ilies or owners or

managers who request assistance, in 
consultation with the appropriate PHA,

13. The NPO shall contact assisted 
fam ilies by m ail approximately 120 days 
before each o f the first two annual 
reexam ination’s and HQS inspections 
for their units to offer assistance.

14. Inspection of the unit for 
com pliance w ith the housing quality 
standards of section 8, and execution of 
assistance contracts with owners, will 
be the responsibility of the PHA.

15. The NPO shall report every 
com plaint o f discrim ination on the 
grounds of race, color, religion, national 
origin, sex, handicap, age or familial 
status arising from this demonstration to 
the appropriate HUD Regional/Field 
Office or to a state or local agency, as 
appropriate.

Attachm ent 2—C ertification Regarding 
Drug-Free W orkplace Requirements 
(From  24 CFR 24, Appendix C)

Instructions fo r Certification
1. By signing and/or submitting this 

application or grant agreement, the 
grantee is providing the certification set 
out below.

2. The certification set out below is a 
material representation of fact upon 
w hich reliance was placed when the 
agency determined to award the grant.
If it is later determined that the grantee 
knowingly rendered a false certification, 
or otherwise violates the requirements 
of the Drug-Free W orkplace Act, the 
agency, in  addition to any other 
remedies available to the Federal 
Government, may take action authorized 
under the Drug-Free Workplace Act.

3. For grantees other than individuals, 
Alternate I applies.

4. For grantees who are individuals, 
Alternate II applies. Certification 
Regarding Drug-Free Workplace 
Requirements Alternate I.

A. The grantee certifies that it will 
provide a drug-free workplace by:

(a) Publishing a statement notifying 
employees that the unlawful 
manufacture, distribution, dispensing, 
possession or use of a controlled 
substance is prohibited in the grantee’s 
workplace and specifying the actions 
that w ill be taken against employees for 
violation o f such prohibition;

(b) Establishing a drug-free awareness 
program to inform employees about—

(1) The dangers o f drug abuse in the 
workplace;

(2) T h e grantee’s policy of 
maintaining a drug-free workplace;

(3) Any available drug counseling,
rehabilitation, and employee assistance 
programs; and ,

(4) The penalties that may be imposed 
upon employees for drug abuse 
violations occurring in the workplace;
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(c) Making it a requirem ent that each 
employee to be engaged in the 
performance of the grant.be given a copy 
of. the statement required by paragraph 
(a); . - .
* (d) Notifying the employee in the 
statement required by paragraph (a) that, 
as a condition o f employment under the 
grant, the employees w ill—

(1) Abide by the terms o f the 
statement; and

(2) Notify the employer o f any 
criminal drug statute conviction lor a 
violation occurring in the workplace no 
later than five days after such 
conviction;

(e) Notifying the agency w ithin ten 
days after receiving notice under 
subparagraph (d)(2) from an employee 
or otherwise receiving actual notice of 
such conviction;

(f) Taking one o f the following 
actions, within 30 days o f receiving 
notice under subparagraph (d)(2), with 
respect to any employee who is so 
convicted—

(1) Taking appropriate personnel 
action against such an employee, up to 
and including term ination; or

(2) Requiring such employee to 
participate satisfactorily in  a drug abuse 
assistance or rehabilitation program 
approved for such purposes by a 
Federal, State, or local health, law 
enforcement, or other appropriate 
agency;

(g) Making a good faith effort to 
continue to m aintain a drug-free 
workplace through im plem entation of 
P^gaphs (a), (bb (c), (d), (e) and (f).

B. The grantee shall insert in the 
space provided below  the site(s) for the 
performance o f work done in 
connection with the specific grant:

Place of Performance (Street address, city, 
county, state, zip code)

Signed by: (Name, Title ft Signature of 
Authorized PHA Official)

(Name ft Title)

(Signature ft Date)
Alternate II

The grantee certifies that, as a condition of 
the grant, he or she will not engage in the 
unlawful manufacture, distribution, 
dispensing, possession or use of a controlled 
substance in conducting any activity with the 
grant.
Signed by: (Name, Title ft Signature of 
Authorized PHA Official)

(Name ft Title)

(Signature ft Date)

Attachm ent 3—Certification Regarding 
Lobbying

Certification fo r Contracts, Grants, 
Loans, and Cooperative Agreem ents

The undersigned certifies, to the best 
o f  h is or her knowledge and belief, that: 

( l )N o  Federal appropriated funds 
have been paid of w ill be paid, by or on 
behalf of the undersigned, to any person 
for influencing or attempting to 
influence an officer or employee o f any 
agency , a Member of Congress, an 
officer or employee of a M ember of 
Congress in  connection with the 
awarding o f any Federal contract, the 
making o f any Federal grant, the making 
o f any Federal loan, the entering into of 
any cooperative agreement, and the 
extension, continuation, renewal, 
amendment, or modification o f  any

Federal contract, grant, loan, or 
cooperative agreement.
. (2) If  any funds other than Federal 
appropriated funds have been paid or 
w ill be paid to any person for 
influencing or attempting to influence 
an officer or employee o f Congress, or 
an employee o f a M ember o f Congress 
in connection w ith th is Federal 
contract, grant, loan, or cooperati ve 
agreement, the undersigned shall 
com plete and submit Standard Form 
-LLL, “Disclosure Form to Report 
Lobbying,” in accordance with its 
instructions.

(3) The undersigned shall require that 
the language o f this certification be 
included in the award documents for all 
subawards at all tiers (including 
subcontracts, subgrants, and contracts 
under grants, loans, and cooperative 
agreements) and that a ll subrecipients 
shall certify and disclose accordingly.

This certification is a material 
representation o f fact upon w hich 
reliance was placed w hen fins 
transaction was made or entered into. 
Subm ission o f th is certification is a 
prerequisite for making or entering into 
this transaction imposed by section 
1352, title 31, U.S. Code. Any person 
who fails to file the required 
certification shall be subject to a civil 
penalty o f not less than $10 ,000  and net 
more than $100 ,000  for each such 
failure.
Signed by: {Name, Title ft Signature of 
Authorized PHA Official)

(Name ft Title)

(Signature ft Date)
Bli-UNO CODE 4210-3S-U -
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Attachment 4
Disclosure of Lobbying Activities

Complete this form to disclose lobbying activities pursuant to 31 U.S.C. 1352
(See reverse side for Instructions and public burden disclosure.)

Approved by OMB 
0348-0046

Typeof Federal Action:

□ a. contract 
b. grant
c. cooperative agreement
d. loan
e. loan guarantee
f. loan insurance

2. Status of Federal Action:

□ a. bid/offer/application 
b. initial award 
c. post-award

3. Report Type:

□ a. initial filing
b. material change 
For Material Change Only: 
year____________ quarter___

date of last report.

4. Name and Address of Reporting Entity:
Prime | | Subawardee Tier.

Congressional District, if Known:

., if Known:
5. If Reporting Entity in No. 4 is Subawardee, enter Name and Address of 

Prime:

Congressional District, if Known:
6. Federal Department/Agency: 7. Federal Program Name/Description:

C FD A  Numbe/, if applicable:

8. Federal Action Number, if Known: 9. Award Amount, if Known: 
$

10a. Name and Address of Lobbying Entity 
(if individual, last name, first name, Ml):

b. individuals Performing Services (including address if different from No. 10a.) 
(last name, first name. Ml):

(attach Continuation Sheet s) S É -L L L -A , if necessary)

11. Amount of Payment (check all that apply):

$_________________  [ 1 actual | | planned

12. Form of Payment (check all that apply): 

l l a. cash

□  b. in-kind; specify: nature____

value

13. Type of Payment (check all that apply): 

| | a. retainer
1 b. one-time fee 

□  c. commission 
) { d. contingent fee

J e. deferred 
1 f. other; specify:

14. Brief Description of Services Performed or to be Performed and Date(s) of Service, including officers), employee(s), or Memberfs) contacted, for Payment 
Indicated in Hem 11:

(attach Continuation Sheet(3) S F -L L L -A . it necessary)

IS. Continuation Sheets) SF-LLL-A attached: □ Yes □No
Signature:

Print Name:

Title:

Teleohone No.: Date:

16. Information requested through this form is authorized by title 31 U .S .C . 
section 1352. This disclosure of lobbying activities is a material represen
tation of fact upon which reliance was placed by the above when this 
transaction was made or entered into. This disclosure is required pursuant 
to 31 U .S.C. 1352. This information will be reported to the Congress 
semiannually and will be available for public inspection. Any person who 
fails to file the required disclosure shall be subject to a civil penalty of not 
less than $10,000 and not more than $100.000 for each such failure.

Federal Use Only: Authorized for Local Reproduction 
Standard Form-LLL

BiUMG CODE 4210-39-C
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Instructions for Completion o f  SF-1X L , 
Disclosure o f  Lobbying Activities

This disclosure form shall be 
completed by the reporting entity, 
whether subawardee or prime Federal 
recipient, at the initiation or receipt of 
a covered Federal action, or a material 
change to a previous filing, pursuant to 
title 31 U.S.C. 1352. The filing o f  a form 
if required for each payment or 
agreement to make payment to any 
lobbying entity for influencing or 
attempting to influence an officer or 
employee o f any agency, a M ember of 
Congress, an officer or employee of 
Congress, or any employee of a Member 
of Congress in connection w ith a 
covered Federal action. Use the S L -  
LLL-A Continuation Sheet for 
additional information i f  the space on 
the form is inadequate. Complete all 
items that apply for both the in itial 
filing and material change report. Refer 
to the implementing guidance published 
by the Office o f Management and 
Budget for addition information.

1. Identify the type of covered Federal 
action for w hich lobbying activity is 
and/or has been secured to influence the 
outcome of a covered Federal action.

2. Identify the status of the covered 
Federal action.

3. Identify the appropriate 
classification o f this report. If  this is  a 
followup report caused by a material 
change to the information previously 
reported, enter the year and quarter in 
which the change occurred. Enter the 
date of the last previously submitted 
report by this reporting entity for this 
covered Federal action.

4. Enter the full name, address, city, 
state and zip code o f the reporting 
entity. Include Congressional D istrict, if  
known. Check the appropriate 
classification o f the reporting entity that 
designates if  it is, or expects to be, a 
prime or subaward recipient. Identify 
the tier of the subawardeed, e.g., the
first subawardee of the prime is the 1st 
her. Subawards include but are not 
h®ited to subcontracts, subgrants and 
contract awards under grants.

5. If the organization filing the report 
® item 4 checks “Subawardee”, then 
enter die full name, address, city, state 
®d rip code of the prim e Federal 
Recipients, include Congressional 
Ihstrict, if  known.

Enter the name o f the Federal 
egency making the award or loan 
commitment. Include at least one

organizational level below agency name, 
if  known. For example, Department of 
Transportation, United States Coast 
Guard.

7. Enter the Federal program name or 
description for the covered Federal 
action (item 1). If known, enter the full 
Catalog of Federal Domestic Assistance 
(CFDA) number for grants, cooperative 
agreements, loans, and loan 
commitments.

8. Enter the most appropriate Federal 
identifying number available for the 
Federal action identified in item 1 (e.g., 
Request for Proposal (RFP) number; 
Invitation for BID (IFB) number; grant 
announcement number; the contract, 
grant, or loan award number; the 
application proposal control num ber 
assigned by the Federal agency). Include 
prefixes, e.g., “RFP-D E—9 0 -0 0 1 .”

9. For a covered Federal action where 
there has been an award or loan 
commitment by the Federal agency, 
enter the Federal amount of the award/ 
loan com mitment for the prime entity 
identified in item 4 or 5.

10. (a) Enter the full name, address, 
city, state and zip code of the lobbying 
entity engaged by the reporting entity 
identified in item 4 to influence the 
covered Federal action.

(b) Enter the full names o f the 
individual(s) performing services, and 
include full address i f  different from 
10(a). Enter Last Name, First Name, and 
M iddle Initial (MI).

11. Enter the amount o f Compensation 
paid or reasonably expected to be paid 
by the reporting entity (item 4) to the 
lobbying entity (item 10). Indicate 
whether the payment has been made 
(actual) or w ill be made (planned). 
Check all boxes that apply. If  this is a 
material change report, enter the 
cumulative amount of payment made or 
planned to be made.

12. Check the appropriate box(es). 
Check all boxes that apply. If payment 
is made through an in-kind 
contribution, specify the nature and 
value o f the in-kind payment.

13. Check the appropriate box(es). 
Check all boxes that apply. If other, 
specify nature.

14. Provide a specific and detailed 
description o f the services that the 
lobbyist has performed, or w ill be 
expected to perform, and the date(s) o f 
any services rendered. Include all 
preparatory and related activity, not just 
tim e spent in actual contact w ith

Federal officials. Identify the Federal 
official(s) or employee(s) contracted or 
the officer(s), employee(s), or Member(s) 
of Congress that were contacted.

15. Check whether or not a SF-LLL—
A Continuation sheet(s) is attached.

16. The certifying official shall sign 
and date the form, print his/her name, 
title, and telephone number.

Public Reporting Burden for the collection 
of information is estimated to average 30 
minutes per response, including the time for 
reviewing instructions, searching existing 
data sources, gathering and maintaining the 
data needed, and completing and reviewing 
the collection of information. Send 
comments regarding this burden estimate or 
any other aspect of this collection of 
information, including suggestions for 
reducing this burden, to the Office of 
Management and Budget, Paperwork 
Reduction Project (0348-0046), Washington, 
DC 20503.

Disclosure of Lobbying A ctivities.—  
Continuation Sheet

Reporting Entity: ----- ---------------------------- -
Page_____  of _______

Attachm ent 5.— C ertification Regarding 
Single Audit Act

The undersigned certifies that, to the 
best o f his or her knowledge, the 
housing agency is currently in 
com pliance with the audit requirements 
under the Single Audit Act (31 U.S.C. 
7501 -7507 ), OMB Circular No. A -1 2 8  
and HUD’s implem enting regulations at 
24 CFR part 44 ; or OMB Circular No. A -  
133, as applicable. T h is certification 
includes the period [insert dates audit 
coyersl w hich covers the last audit 
conducted and submitted to HUD in 
accordance with these requirem ents, or 
the period for audit currently under 
contract.
Signed by; (Name, Title & Signature of 
Authorized PHA Official)

(Name & Title)

(Signature & Date)

Attachm ent 6.— C hecklist for Technical 
Requirem ents

The following checklist specifies the 
required information w hich must be 
submitted in the jo int application. It is  
recomm ended, but not required, that the 
application contain a narrative 
explaining how the application meets 
the selection criteria.
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Initial  S c r e e n in g  C h e c k l is t

PHA Field office

Yes No Yes No

□ □ □ □ 1. The application contains a cover letter stating the total number of rental vouchers or rental certificates 
requested In the application and indicates whether or not the applicants are wiling to accept a re
duced number.

□ □ □ □ 2. The application includes form HUD 52515 (including the number of two and three bedroom rental cer
tificates) and the monthly adjusted income (see section H of HUD 52515) by bedroom size for which 
the PHA has submitted an application.

□ □ □ O 3. The application contains a written narrative explanation of the proposed implementation of toe MTO 
demonstration and includes a leasing schedule, which provides for the lease-up of 100 percent of the 
units within 12 months of application approval.

□ □ □ □ 4. The application contains a description of the Census data which shows the high-poverty census tracts 
where the families with children reside and specifies the assisted housing units which qualify them for 
assistance under the demonstration.

□ D □ □ 5. The application contains a description of toe housing stock for the low-poverty census tracts in tie 
metropolitan area.

□ □ □ D 6. The application contains a description of toe housing search assistance to be provided by the NPO; a 
budget of sources of income and the cost of the services; and copies of letters from other sources 
which will provide firm commitments of financial support for the services.

□ □ □ □ 7. The application contains a description of the experience of toe NPO in assisting in the housing search 
of very low-income families. The NPO addresses its knowledge of the section 8 rental voucher and 
rental certificate programs.

□ □ □ □ 8. The application contains separate letters from toe PHA and the NPO which commits each organiza
tion to cooperate with each other in toe implementation of the MTO demonstration, and with HUD in 
the evaluation of the demonstration.

Re q u ir e m e n t  f o r  Dr u g -F r e e  W o r k p l a c e  C e r t if ic a t io n , A n ti-L o b b y in g  C e r tif ic a tio n  a n d  D is c lo s u r e
S t a t e m e n t , a n d  S in g le  A u d it  A c t

PHA Field office

Yes No Yes No

□ □ □ □ The application meets HUD'S drug-free workplace requirement set out ad 24 CFR part 24, subpart F. 
(The application contains an executed Certification for a Drug-Free Workplace (attachment 2).)

□ □ O □ The application meets HUD's regulations regarding anti-lobbying set out at 24 CFR part 87. The anti-lob
bying requirements apply to applications that, if approved, would result in the F*HA or NPO obtaining 
more than $100,000 in budget authority. To comply, PHAs and NPOs must submit an Anti-Lobbying 
Certification (attachment 3) and if warranted, a Disclosure of Lobbytog Activities (attachment 4).

□ □ □ □ The application meets the requirement that the applicant is in compliance with the Single Audit Act 0MB 
Circular No. A-128 and HUD’s regulations at 24 CFR part 44; or OMB Circular No. A-133. The PHA 
must submit a Single Audit Act Certification (attachment 5). F*HAs who are not currently in compliance 
with the audit requirements will not be eligible for funding.

(FR Doc. 93-19599 Filed 8-13-93; 8:45 am] 
BILLING CODE 4210-33-M
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DEPARTMENT OF EDUCATION

34 CFR Part 81 

RIN 1880-AA35

General Education Provisions Act; 
Enforcement

AGENCY: Department of Education. 
ACTION: Final regulations.

SUMMARY: The Secretary amends general 
procedural rules for proceedings before 
the Office of Administrative Law Judges 
(OALJ). The regulations implement 
amendments to Part E of the General 
Education Provisions Act (GEPA) made 
by Public Law 100 -297 , enacted April 
2 8 ,1 9 8 8 . These regulations are needed 
to clarify and refine the existing general 
procedural regulations and enhance the 
operating efficiency o f the OALJ. 
EFFECTIVE DATE: These regulations take 
effect either 45 days after publication in 
the Federal Register or later i f  the 
Congress takes certain adjournments. If 
you want to know the effective date of 
these regulations, call or write the 
Department of Education contact 
person. A document announcing the 
effective date w ill be published in the 
Federal Register.
FOR FURTHER INFORMATION CONTACT: 
Frank J. Furey, Director, Office of 
Hearings and Appeals, U.S. Department 
of Education, 400 Maryland Avenue 
SW ., Washington, DC 20202-3644 . 
Telephone (202) 732-1828 . Individuals 
who use a telecom m unications device 
for the deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 1 -  
8 0 0 -8 7 7 -8 3 3 9  between 8 a.m. and 8 
p.m., Eastern tim e, Monday through 
Friday.
SUPPLEMENTARY INFORMATION: On 
January 6 ,1 9 9 2 , the Secretary published 
a notice of proposed rulemaking 
(NPRM) for this part in the Federal 
Register (57 FR 506) that included a 
discussion of the proposed revisions. As 
a result o f public com ment, several 
changes in  the provision to govern the 
process for interlocutory appeal to the 
Secretary from an administrative law 
judge’s interim ruling were adopted.
The changes include clarifying (1) the 
circum stances where interlocutory 
review is available and (2) that the 
Secretary w ill request documentation 
beyond what is  filed with the petition 
for review after the petition is accepted 
and only i f  necessary. On November 30, 
1992, the Secretary published final 
regulations for this part in the Federal 
Register (57 FR 56794) providing that 
certain filings in  Department 
administrative proceedings may be 
submitted by facsim ile. The Secretary

amends § § 8 1 .2 0  and 81.42 to permit the 
subm issions o f certain filings by 
facsim ile.

A nalysis o f Comments and Changes
In response to the Secretary’s 

invitation in the NPRM, tw o parties 
submitted com ments on the proposed 
regulations. An analysis of the 
comments and of the changes in the 
regulations since publication of the 
NPRM follows.

Substantive issues are discussed 
under the section to w hich they pertain. 
Technical and other minor changes— 
and suggested changes the Secretary is 
not legally authorized to make under the 
applicable statutory authority— are not 
addressed.

Section 81.20 Interlocutory Appeals to 
the Secretary From Rulings o f an ALJ

Comments: Tw o com ments were 
received on this issue. One supported 
the proposed amendment of 34 CFR part 
81 to add § 81.20  to provide for 
interlocutory appeals to the Secretary of 
Education from certain rulings of an 
administrative law judge. The 
com m enter stated that the provision 
w ill reduce the number of remands of 
cases to the administrative law judges 
and may encourage the resolution o f  
cases through settlement.

Another com m ent was received 
suggesting three modifications. First, the 
com m enter stated that these appeals 
should also be authorized if  subsequent 
review of an administrative law judge’s 
decision w ill be an inadequate remedy. 
The com m enter stated that a party may 
be seriously affected by an 
administrative law judge’s ruling, but no 
adequate remedy w ill be available at the 
end of the proceeding because the issue 
w ill be rendered moot.

Second, the com menter suggested that 
the NPRM be revised to require an 
administrative law judge to certify a 
request for interlocutory appeal before it 
may go to the Secretary. Third, the 
com menter suggested that the Secretary 
should decide an interlocutory appeal 
on the basis o f the record before an 
administrative law judge. Hence, the 
Secretary would have before him  the 
arguments presented on the issues 
proffered on appeal, and further written 
subm ission would not ordinarily be 
required after the filing o f the petition 
for review and response.

Discussion: It is the intention of the 
Secretary that interlocutory review be 
available i f  no adequate remedy w ill be 
available at the end of the proceeding or 
the immediate resolution o f the question 
w ill m aterially advance the proceeding 
and the issue involves a controlling 
question o f law. An example o f this is

an adm inistrative law judge’s decision 
to deny a claim  of privilege.

Second, the Department did not revise 
§ 81.20 as suggested to require that an 
administrative law judge certify an 
interlocutory appeal before it goes to the 
Secretary. The interlocutory appeal 
procedure is intended to include both 
instances where an administrative law 
judge certifies the issu efor review, and 
those in w hich an administrative law 
judge states a view that review by the 
Secretary is either appropriate or not 
appropriate.

Third, under the rule, each party 
submits a petition for review of the 
interim ruling that must be 
accom panied by a copy of the finding, 
ruling, or opinion at issue. Accordingly, 
the Secretary reviews the administrative 
record, or relevant portions, to the 
extent the Secretary deems that review 
necessary. The existing material in the 
record may be sufficient to enable the 
Secretary to reach a decision on the 
issues. If  additional argument or 
documents are needed, the Secretary 
w ill request them  after the filing of the 
petition for review and response.

Changes: Section 81.20(a)(2) is 
revised to clarify that the interlocutory 
appeals procedure is available where no 
adequate remedy is available at the end 
of the proceeding or the immediate 
resolution o f the question will 
materially advance the proceeding and 
the issue involves a controlling question 
of law. Section 81.20(g) is revised to 
provide that the Secretary may provide 
the parties with reasonable time to 
submit written argument “or other 
existing m aterial in  the administrative 
record” on the issue subject to review.

Section 81.37 Application for Review 
o f a Disallowance Decision

Comment: O ne commenter supported 
the amendment to this provision to 
require the Department of Education to 
provide an administrative law judge 
with a copy o f any document identified 
in a disallow ance decision, within ten 
(10) days after receipt of a copy of an 
application for review.

Changes: None.

Executive O rder 12291
These regulations were reviewed in 

accordance w ith Executive Order 12291 
They are not classified as major because 
they do not m eet the criteria for major 
regulations established in that order.

Assessm ent o f Education Impact
In the notice o f proposed rulemaking, 

the Secretary requested comments on 
whether the proposed regulations would 
require transm ission of information that 
is being gathered by or is available from
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any other agency or authority o f the 
United States.

Based on the response to the proposed 
rules and on its own review , the 
Department has determined that the 
regulations in this docum ent do not 
require transmission o f information that 
is being gathered by or is  available from 
any other agency or authority o f the 
United States.

List o f Subjects in 34  CFR P art 81

Enforcement, General Education 
Provisions Act.
(Catalog of Federal Domestic Assistance 
Number does not apply)

Dated: May 27,1993.

The Secretary amends title  34 of the 
Code of Federal Regulations by revising 
part 81 as follows:

PART 81— GENERAL EDUCATION 
PROVISIONS A C T— ENFORCEM ENT

1. The authority citation for part 81 
continues to read as follow s:

Authority: 20 U.S.C. 1221e-3(a)(l), 1234- 
1234i, 3474(a), unless otherwise noted.

2. Section 81.Z is  amended5 by revising 
the definition o f Secretary to  read as 
follows:

§81.2 Definitions.

Secretary means the Secretary o f the 
Department o f Education or an official 
or employee of the Department acting 
for the  Secretary under a delegation of 
authority.
* * *  * *

3. Section 81.14 is  amended by 
revising paragraph (a) to  read as follows:

§ 81.14 Settlement negotiations.

(a) If the parties to a case file a joint 
motion requesting a stay o f the 
proceedings for settlem ent negotiations, 
or for approval o f a settlem ent 
agreement, the ALJ may grant a stay of 
the proceedings- upon a finding of good 
cause.

4. Section 81.18  is  amended by 
revising paragraph (a) to  read as follows:

§81.18 The record.

(a) The ALJ arranges for any 
evidentiary hearing or oral argument to 
oe recorded and transcribed and makes 
me transcript available to the parties, 
transcripts are made available to non- 
Departmental parties at a cost not to 
exceed the actual cost o f duplication.

§§81.20-81.35

[Redesignated as §§ 81.30-81.45)
5. Sections 81.20 through 81 .35  are 

redesignated as §§ 81.30 through 81.45, 
respectively.

6. In the list below , for each 
redesignated section in the left colum n, 
remove the cross-reference in  the 
middle colum n and add, in  its place, the 
cross-reference listed in the right 
colum n:

Section Remove Add

81.30(a)........ 81.21 ..... . 81.31
81.31(a)...... 81.22 .........:. 81.32
81.31(c)___ 81.24 ....... ... 81.34
81.34(a)...... 81.20.......... 81.30
81.35(a)....... 81.21 .......... 81.31
81.35(c)...... 81.26_____ 81.36
81.37(b) ------- 81.24(b)(2) ... 61.34(b)(2).
81.38(b)___ 81.24_____ 81.34
81.38(bJ(1HiiJ 81.24.......... 81.34
81.38(c) ...... 81.24 .......... 81.34
81.38(c) ...... 81.27 .......... 81.37
81.38(c)(1).... 81.27(d) ....... 81.37(d)
81.38(c)(3) .... 81.27 ............ 81.37
81.39(3)___ 81.27______ 81.37
81 4ft «1 9R ....... 81.38
81.40(c) 81.22_____ 81.32
81.40(d)___ 81.23 .... __ 81.33
81.45(b)(1) ... 81.27_____ 81.37
81.45(b)(2) ... 81.34_____ 81.44
81.45(d) ........ 81.28 ....... . 81.38
81.45(d)...... 81.34.......... 81.44

7. A new § 81 .20  is added to subpart 
A to read as follow s:

§81.20 interlocutory appeals to the 
Secretary from rulings of an A LJ.

(a) A ruling by an ALJ m ay not be 
appealed to the Secretary until the 
issuance o f an initial decision, except 
that the Secretary may, at any tim e prior 
to the issuance o f an in itia l decision, 
grant review o f a ruling upon either an 
ALJ’s certification o f the ruling to the 
Secretary for review, or the filing of a 
petition seeking review o f  an interim 
ruling by one or both o f the parties, if—

(1) That ruling involves a controlling 
question of substantive or procedural 
law; and

(2) T he immediate resolution of the 
question w ill materially advance the 
final disposition of the proceeding or 
subsequent review w ill be an 
inadequate remedy.

(b) (1) A petition for interlocutory 
review o f an interim  ruling must 
include the follow ing:

(i) A brief statement o f the facts 
necessary to an understanding o f the 
issue on w hich review is sought.

(ii) A statement o f the issue.
(iii) A statement o f the reasons 

showing that the ruling com plained of 
involves a controlling question of 
substantive or procedural law and why

immediate review o f the ruling w ill 
materially advance the disposition of 
the case, or why subsequent review will 
be an inadequate remedy.

(2) A petition may not exceed ten 
pages, double-spaced, and must be 
accom panied by a copy of the ruling 
and any findings and opinions relating 
to the ruling. T he petition must be filed 
with the Office of Hearings and 
Appeals, w hich immediately forwards 
the petition to the O ffice o f the 
Secretary.

(c) A copy o f the petition must be 
provided to the ALJ at the tim e the 
petition is  filed under paragraph (h)(2) 
of this section, and a copy o f a petition 
or any certification must be served upon 
the parties by certified m ail, return 
receipt requested. The petition or 
certification must reflect that service.

(d) If a party files a petition under this 
section, the ALJ may state to  the 
Secretary a view as to whether review
is appropriate or inappropriate by 
submitting a brief statement addressing 
the party’s petition w ithin 10 days of 
the ALJ’s receipt of the petition for 
interlocutory review. A  copy of the 
statement must be served on all parties 
by certified m ail, return receipt 
requested.

(e) (1) A  party’s response, i f  any, to a 
petition or certification for interlocutory 
review must be filed w ithin seven days 
after service of the petition or 
certification, and may not exceed ten 
pages, double-spaced, in  length. A copy 
of the response must he filed w ith the 
ALJ by hand delivery, by regular m ail, 
or by facsim ile transm ission.

(2) A party shall, serve a copy o f its  
response on all parties on the filing date 
by hand-delivery or regular m ail. If 
agreed upon by the parties, service of a  
copy o f the response may be made upon 
the other,parties by facsim ile 
transm ission.

(f) The filing o f a request for 
interlocutory review does not 
autom atically stay the proceedings. 
Rather, a stay during consideration of a 
petition for review may be granted by 
the ALJ i f  the ALJ has certified or stated 
to the Secretary that review o f the ruling 
is appropriate. T he Secretary may order 
a stay o f proceedings at any tim e after 
the filing o f a request for interlocutory 
review.

(g) T he Secretary notifies the parties 
i f  a petition or certification for 
interlocutory review is accepted, and 
may provide the parties a reasonable 
tim e w ithin w hich to subm it written 
argument or other existing material in 
the administrative record with regard to 
the merit of the  petition or certification.

(h) If the Secretary takes no action on 
a request for interlocutory review within
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15 days o f receipt of it, the request is 
deemed to be denied.

(i) The Secretary may affirm, modify, 
set aside, or remand the ALJ’s ruling.
(Authority: 5 U.S.C. 557(b); 20 U.S.C. 
1234(f)(1))

8. Redesignated § 81.37 is amended by 
revising paragraphs (a) and (b), 
redesignating paragraphs (c) and (d) as
(d) and (e), respectively, and adding a 
new paragraph (c) to read as follows:

§ 81.37 Application for review of a 
disallowance decision.

(a) If a recipient wishes to obtain 
review of a disallowance decision, the 
recipient shall file a written application 
for review with the Office of Hearings 
and Appeals, and, as required by
§ 81.12(b), shall serve a copy on the 
applicable Departmental official who 
made the disallowance decision.

(b) A recipient shall file an 
application for review not later than 30 
days after the date it receives the notice 
o f a disallowance decision.

(c) W ithin 10 days after receipt o f a 
copy of the application for review, the 
authorized Departmental official who 
made the disallowance decision shall 
provide the ALJ with a copy of any 
document identified in the notice 
pursuant to § 81.34(b)(2).
* * * * *

9. Redesignated § 81.41 is amended by 
revising paragraph (c) to read as follows:

§81.41 Initial decision. 
* * * * *

(c) The initial decision is transmitted 
to the Secretary by hand-delivery or 
Department mail, and to the parties by 
certified mail, return receipt requested, 
by the Office of Administrative Law 
Judges.
* * * * , *

(Authority: 5 U.S.C. 557(c); 20 U.S.C. 1221e- 
3(a)(1), 1234(f)(1), 3474(a))

10. Redesignated § 81.42 is revised to 
read as follows:

§ 81.42 Petition for review of Initial 
decision.

(a) If a party seeks to obtain the 
Secretary’s review o f the initial decision 
o f an ALJ, the party shall file a petition 
for review with the Office of Hearings 
and Appeals, which immediately 
forwards the petition to the Office of the 
Secretary.

(b) A party shall file a petition for 
review not later than 30 days after the 
date it receives the initial decision.

(c) If a party files a petition for review, 
the party shall serve a copy of the 
petition on the other party on the filing 
date by hand delivery or by “overnight 
or express” mail. If agreed upon by the 
parties, service o f  a copy of the petition 
may be made upon the other party by 
facsim ile transmission.

(d) Any written submission to the 
Secretary under this section must be 
accom panied by a statement certifying 
the date that the filed material was 
served on the other party.

(e) A petition for review of an initial 
decision must contain—

(1) The identity of the in itial decision 
for w hich review is sought; and

(2) A statement of the reasons asserted 
by the party for affirming, modifying, 
setting aside, or remanding the initial 
decision in whole or in part.

(f) (1) A party may respond to a 
petition for review o f an initial decision 
by filing a statement of its views on the 
issues raised in the petition with the 
Secretary, as provided for in this 
section, not later than 15 days after the 
date it receives the petition.

(2) A party shall serve a copy o f its 
statement of views on the other party by 
hand delivery or m ail, and shall certify 
that it has done so pursuant to the 
provisions of paragraph (d) o f this 
section. If  agreed upon by the parties, 
service of a copy of the statement of 
views may be made upon the other 
party by facsim ile transmission.

(g) (1) The filing date for written 
subm issions under this section is the 
date the document is—

(1) Hand delivered;
(ii) M ailed; or
(iii) Sent by facsim ile transmission.
(2) I f  a scheduled filing date falls on 

a Saturday, Sunday or a Federal 
holiday, the filing deadline is the next 
business day.

(Authority: 20 U.S.C. 1221e-3(a)(l),
1234(f)(1), 1234a(e), 3474(a))

11. Redesignated § 81.43 is revised to 
read as follows:

§ 81.43 Review by the Secretary.

(a) The Secretary’s review o f an initial 
decision is based on the record of the 
case, the initial decision, and any 
proper submissions of the  parties or 
other participants in the case.

(b) The ALJ’s findings of fact, if 
supported by substantial evidence, are 
conclusive.

(c) The Secretary may affirm, modify, 
set aside, or remand the ALJ’s initial 
decision.

(1) If  the Secretary modifies, sets 
aside, or remands an initial decision, in 
w hole or in part, the Secretary’s 
decision includes a statement of reasons 
that supports the Secretary’s decision.

(2) (i) The Secretary may remand the 
case to the ALJ with instructions to 
make additional findings of fact or 
conclusions of law, or both, based on 
the evidence of record. The Secretary 
may also remand the case to the ALJ for 
further briefing or for clarification or 
revision of the initial decision.

( i i )  If a case is remanded, the ALJ 
shall make new or modified findings of 
fact or conclusions of law or otherwise 
modify the initial decision in 
accordance with the Secretary’s remand 
order.

(iii) A  party may appeal a modified 
decision o f the ALJ under the provisions 
° f  § § 8 1 .4 2  through 81.45. However, 
upon that review, the-ALJ’s new or 
m odified findings, if  supported by 
substantial evidence, are conclusive.

(3) The Secretary, for good cause 
show n, may remand the case to the ALJ 
to take further evidence, and the ALJ 
may make new or modified findings of 
fact and may modify the initial decision 
based on that new evidence. These new 
or m odified findings of fact are likewise 
conclusive i f  supported by substantial 
evidence.

(Authority: 5 U.S.C. 557(b); 20 U.S.C. 1221e- 
3(a)(1), 1234(f)(1), 1234a(d), 3474(a))

12. Redesignated § 8 1 .4 4  is amended 
by revising paragraph (b) to read as 
follow s: . •

§ 81.44 Final decision of the Department.
*  *  *  *  *

(b) If  the Secretary modifies or sets 
aside the A LJ’s in itial decision, a copy | 
of the Secretary’s decision is sent by the 
O ffice o f Hearings and Appeals to the 
parties by certified m ail, return receipt 
requested. The Secretary’s decision 
becom es the final decision of the 
Department on the date the recipient 
receives the Secretary’s decision. 
* * * * *

[FR Doc. 93-19448 Filed 8-13-93; 8:45 am) 
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