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• Appropriateness and feasibility of 
program implementation plan, 
including assurance that the legal and 
operating requirements necessary for 
program implementation will be met

• Quality and adequacy of proposed 
staffing pattern and feasibility of 
recruiting staff

• Programmatic, organizational, and 
fiscal history of the applicant

• Quality and adequacy of proposed 
facilities to be used

Award Criteria
Applications recommended for 

approval will be considered for funding 
using the following criteria:
• Quality of the application
• Current needs of the Federal 

Government
• Availability of funds

Availability of Funds
It is expected that approximately $10 

million will be available in Fiscal Year 
1984 for new and continuing awards 
under this program.

Federal Staff Role
Federal staff will have continuing and 

substantial programmatic involvement 
during the period for which funds are 
awarded. This involvement includes:
• Preselection and concurrence in the 

discharge of entrants and 
participation in the development of 
discharge plans
Monitoring of the appropriateness of 
treatment, of recordkeeping and 
reporting, of security, and of 
conditions of parole 
Specifications of awardee 

responsibilities and Federal staff roles 
W>11 be negotiated, and a detailed 
statement will be part of the formal 
notice of award.
Robert L. Trachtenberg,
Acting Administrator, Alcohol, Drug Abuse, 
Quo Mental H ealth Administration*
[FR Doc. 83-30361 Filed 11-9-83; 8:45 am) 
b'LLING CODE 4160-20-M

Food and Drug Administration
[Docket No. 83N-0317]

A fixture for Dissolution of Urinary 
ract Calculi and Prevention and 
reatment of Encrusted Indwelling 
nnary Tract Catheters; Request for 
¡^omission New Drug Application

AGENCY: Food and Drug Administration. 
action: Notice.

Summary: The Food and Drug 
^ministration’s (FDA) Office of 

rP an Products Development is

inviting submission of a new drug 
application (NDA) for a mixture of citric 
acid, gluconic acid (primarily as the 
lactone), magnesium hydroxycarbonate, 
magnesium acid citrate (dibasic 
magnesium citrate), and calcium 
carbonate (the mixture) in a 10 percent 
solution dosage from for the dissolution 
of susceptible urinary tract calculi and 
prevention and treatment of encrusted 
indwelling urinary tract catheters.
FOR FURTHER INFORMATION CONTACT: 
Roger Gregorio, Office of Orphan 
Products Development (HF-35), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301-443- 
4903.
SUPPLEMENTARY INFORMATION: The
product of interest is a mixture of citric 
acid, gluconic acid (primarily as the 
lactone), magnesium hydroxycarbonate, 
magnesium acid citrate (dibasic 
magnesium citrate), and calcium 
carbonate. It is currently marketed by 
Guardian Chemical Crop, as a powder 
under the trade name, Renacidin. The 
powder must be reconstituted as a 10 
percent solution in distilled water and 
sterilized at the site of use. The 
composition of this powder is described 
in U.S. Patent No. 3,328,304. The patent 
will expire on the product on June 27,
1984.

Renacidin is currently labeled for 
instillation into the urinary bladder to 
(1) Dissolve vesical calculi of the "soft” 
variety, composed primarily of tribasic 
calcium phosphate, magnesium 
ammonium phosphate, or calcium 
carbonate, or reduce these to a size that 
can be passed or removed by 
instrumentation; (2) prevent formation of 
new vesical calculi in patients prone to 
form such calculi; (3) soften large vesical 
calculi to assist crushing by the 
lithortrite; (4) treat alkaline encrusted 
cystitis; (5) remove phosphate slough 
coccurring after fulguration and 
calcification of the prostatic fossa after 
prostatectomy; (6) dissolve residual 
particles left after surgery.

Renacidin is also labeled for use by 
irrigation in the prevention of the 
encrustations that occur on indwelling 
urethral and suprapubic catheters. In 
addition it is labeled for restoration of 
encrusted catheters following removal 
by irrigation with, and soaking in, the 
mixture.

The mixture sequesters calcium and 
magnesium compounds and is useful in 
patients with renal and urinary bladder 
calculi of the apatite (a calcium 
carbonate-phosphate compound) or 
struvite ( magnesium ammonium 
phosphate) variety. The mixture is also 
useful in patients with indwelling 
urinary catheters that have a tendency

to form apatite, struvite, brushite 
(calcium hydrogen phosphate), or 
whitlockite (tricalcium phosphate) 
encrustations.

On the basis of a review of the 
medical literature on use of this mixture, 
it appears that a 10 percent solution of 
the mixture is safe and effective for use 
in treatment of vesical calculi and for 
renal calculi, so long as appropriate 
precautions are taken, FDA’s review 
suggests that the following indications 
can be supported by available data:

A. R enal calcu li o f  the apatite or  
struvite variety. By perfusion to (1) 
Dissolve calculi and fragments 
remaining after surgical removal; (2) 
dissovle calculi in patients who are poor 
surgical risks or in patients with 
recurrent calculi in order to avoid 
multiple surgical procedures; (3) 
partially dissolve a large renal calculus 
in order to make it more accessible to 
surgical removal.

B. Urinary b ladder ca lcu li o f  the 
apatite or struvite variety. By perfusion 
through a urethral catheter or 
suprapubic cstostomy catheter to 
dissolve such calculi as an alternative or 
adjunct to surgical procedures.

C. Indwelling catheters o f  the urinary 
tract. (1) By periodic instillation to 
minimize or to prevent encrustation of 
indwelling catheters; (2) by in vitro 
irrigation and soaking to restore 
encrusted nondisposable catheters 
following their removal from the urinary 
tract.

Labeling for the mixture must stress 
the need for careful patient selection 
and appropriate procedures, particularly 
when attempting to dissolve renal 
calculi. Based on its review, the agency 
believes labeling for such a product 
should include the following limitation 
of use and general and specific 
precautions:

Because many precautions are 
required when the mixture is perfused 
into the bladder or kidney and 
hospitalization is prolonged for days to 
weeks when such perfusion is used in 
lieu of, or following, surgery, the mixture 
should be reserved for selected patients.

General Precautions

Constant attention is necessary to 
avoid or to overcome mechanical 
problems during the process of 
irrigation. Urethral, ureteral, suprapubic, 
and nephrostomy catheters very often 
become obstructed by salts, debris, 
mucous, or blood clots and they should 
be irrigated with normal saline solution 
in order to maintain their patency. 
Because the lumina of urethral and 
nephrostomy catheters are larger than
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ureteral ones, the former are easier to 
maintain free of obstruction.

Irrigating pressure should be 
maintained at the lowest level necessary 
to achieve the desired flow rate; the 
container should be placed at a height 
compatible with this flow.

Precautions should be taken to 
prevent outflow obstruction and to 
recognize it as soon as it occurs and, if 
possible, before the patient has any 
signs or symptoms of obstruction (pain, 
fever, or urinary tract infection).
Constant monitoring o f  the system  
should  b e  p erform ed  by  a nurse, an 
aide, or  any person  with sufficient sk ills  
to b e  ab le  to detect any problem s with 
paten cy  o f  the catheter. At the first sign 
o f  obstruction, irrigation should  be  
discontinued and the system  
disconnected.

The physician should not, in general, 
rely on the cooperation of the patient by 
asking him or her to discontinue the 
irrigation and to disconnect the inflow 
tubes at the first sign of pain in bladder 
flank. Very often patients are not alert 
enough to detect the signs or symptoms 
of outflow obstruction; frequently, 
patients requiring irrigation are those 
with severe neurological lesions, e.g., 
paraplegia, hypotonic or atonic 
neurogenic bladder, and because of the 
underlying disease they are unable to 
feel pain or fullness of the urinary tract. 
Irrigation in such patients should be 
performed with caution.

Specific Precautions
B ladder Irrigation

Irrigation of the bladder with (the 
mixture) through urethral or cystostomy 
catheters should be performed using all 
the General Precautions described 
above. Very often patients requiring this 
type of treatment have had indwelling 
catheters for prolonged periods. In 
addition to a possible urinary tract 
infection, these patients frequently 
develop vesicoureteral reflux. It is 
advisable to obtain a cystogram before 
the initiation of irrigation to detect the 
possibility of this condition. If 
vesicoureteral reflux is present, these 
patients should be treated during the 
irrigation period with all of the 
precautions described for renal pelvis 
irrigation.
R enal Pelvis Irrigation

It is imperative that all the General 
Precautions mentioned above be 
followed in irrigation of the renal pelvis 
because it is in this section of the 
urinary tract that the most serious 
complications may occur. A urologist or 
urologic surgeon expert in endourology 
should be in charge of this inherently

high risk, invasive, and quasi-surgical 
procedure.

The techniques of delivery and 
recovery of the irrigating solution should 
be followed strictly; the height of the 
container should not be above 24 to 30 
inches from the bed surface to avoid 
elevated pressure with reflux of the 
solution into the kidney (pyelo-tubular 
back flow). Intrapelvic perfusion 
pressure should be kept below 20 cm 
H2O by gravity flow (unless fail-safe 
pumping equipment is available). The 
rate of flow should be from 15 to 20 
drops per minute (maximum 120 mL per 
hour). Concomitant use of antibiotics is 
advisable. Failure o f  the physician  to 
maintain sterile urine can result in 
pyelonephritis and fa ilu re to control 
perfusion pressure in such ca ses  can 
result in septicem ia and death. In 
addition, ex cess  perfusion pressure can  
result in significant absorption o f  
magnesium from  (the mixture) with 
resultant hyperm agnesem ia. Even when 
pressure is m aintained at or b elow  sa fe  
levels, hyperm agnesem ia can occur in 
patients with ren al dysfunction.

The safest and least complicated 
procedure involves irrigation through a 
nephrostomy tube introduced during 
surgery or percutaneously. In some 
cases, however, ureteral catherization 
will be required.

Before irrigation, patients should have 
a demonstrated sterile (by culture) urine. 
The patient should be afebrile and have 
a normal white blood cell count.
Patients should have daily urine 
cultures; irrigation should be 
discontinued in the presence of a 
positive culture. Patients should also 
have frequent complete blood counts 
(CBCs) and serum trolyte, calcium,' 
phosphorus, magnesium, and creatinine 
determinations, particularly if they have 
renal dysfunction. Signs of magnesium 
toxicity (circulatory, respiratory, and 
neurologic effects) may become evident 
at serum magnesium levels greater than 
3.6 mg per 100 mL.

Before beginning irrigation with (the 
mixture), normal saline should be 
instilled first, at gradually increasing 
pressure, to test the tolerance and 
capacity of the renal pelvis. If irrigation 
is to be performed through a 
nephrostomy tube, a nephrostogram 
should be obtained before irrigation to 
demonstrate the patency of the system 
without extravasation. In cases where 
the nephrostomy tube has been inserted 
postoperatively, irrigation (with saline) 
should not be started until the 4th or 5th 
day and closure of the surgically opened 
dissection planes can be demonstrated 
or safely assumed. If leakage occurs 
around the surgical drain, there is 
incomplete healing of the renal incision

and irrigation should be discontinued 
unless the urologic consultant indicates 
that the leakage is coming from a short, 
direct, obviously epithelialized parallel 
tract to the outside.

Patients who develop burning or pain 
in the bladder may require urethral 
catheterization or temporary 
interruption of irrigation. Alternating 
saline irrigation with irrigation of (the 
mixture) may decrease the likelihood of 
chemical cystitis and may also decrease 
the possibility of urothelial irritation of 
the ureter and renal pelvis. Temporary 
discontinuance of (the mixture) may be 
required in instances of chemical 
cystitis or X-ray evidence of urothelial 
irritation.

It is recommended that NDA 
applicants consult with experts in the 
use of the “mixture” on the labeling that 
will provide appropriate instructions for 
safe use of the product.

FDA invites the submission of an 
NDA for “the mixture” in a sterile stable 
10 percent solution dosage form labeled 
with the indications listed in paragraphs 
A, B, and C above. The published 
literature can be used by the applicant 
in support of safety, effectiveness, and 
labeling information for the indications 
listed above. Examples of the published 
literature that may be included in the 
application are:

Rosen, D. I., et al., “Intravenous 
Infusion of Renacidin in Dogs,” 
Investigative Urology, 9:31-33,1971; 
Mulvaney, W. P., et al., “The Use of 
Renacidin in Preventing Calcification of 
Indwelling Catheters,” Surgery, 48:584- 
587, .1960; Mulvaney, W. P., “Prevention 
of Calcification of Indwelling 
Catheters,” A rchives o f  Physical 
M edicine and Rehabilitation, 45:610-63, 
1964; Woodside, J. R. and Crawford, E.
D., “Dissolution of Vesical Calculi with 
Renacidin in a Paraplegic Man,” 
Paraplegia, 18:69-71,1980; Mulvaney,
W. P., ‘A New Solvent for Certain 
Urinary Calculi: A Preliminary Report, 
Journal o f  Urology, 82:546-548,1959; 
Mulvaney, W. P., "The Clinical Use of 
Renacidin in Urinary Calcifications,’ 
Journal o f  Urology, 84:206-212,1960; 
Goldstein, H. H., "The Dissolution of 
Staghorn Calculi,” Journal o f  the 
M edical Society  o f  N ew  Jersey, 58:1-4. 
1961; Kohler, F. P., “Renacidin and 
Tissue Reaction,” Journal o f  Urology, 
87:102-105,1962; Comarr, A. E., et al., 
“Renal Calculosis of Patients with 
Traumatic Cord Lesions,” Journal o f  
Urology, 87:647-656,1962; Ries, S. W. 
and M. Malament, “Renacidin: A 
Urinary Calculi S o lv e n t Journal o f  
Urology, 87:657-661,1962; Russell, M- 
“Dissolution of Bilateral Renal Staghorn 
Calculi with Renacidin,” Journal o f
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Urology, 88:141-144,1962; Mulvaney, W. 
P, and D. C. Henning, “Solvent 
Treatment of Urinary Calculi:. 
Refinements in Technique," Journal o f  
Urology, 88:145-149,1962; Auerbach, S., 
et al., "Renal and Ureteral Damage 
Following Clinical Use of Renacidin,” 
Journal o f  the Am erican M edical 
Association, 183:147-149,1963; Fostvedt, 
G, A. and R. W. Barnes, “Complications 
During Lavage Therapy for Renal 
Calculi,” Journal o f  Urology, 89:329-330, 
1963; Mulvaney, W. P., “The 
Hydrodynamics of Renal Irrigations:
With Reference to Calculus Solvents,” 
Journal o f  Urology, 89:765-768,1963; 
Davis, T, A., “New Method of Intrarenal 
Irrigation to Dissolve Calculi,” Journal o f  
Urology, 92:599-602,1964; Mulvaney, W.
P , Renal Calculi and Nonsurgical 
Therapy,” Journal o f  the Am erican  
M edical Association, 195:195,1966; 
Somasundaram, K. and H. B. Eckstein, 
“Treatment of Residual Renal Calculi 
with Renacidin,” British M edical
Journal, 2:91-92,1966; Comarr, A. E., ét­
al, Dissolution of Renal Stones by 
Renacidin in Patients with Spinal Cord 
Injury,” Proceedings o f  the Veterans 
Administration Spinal Cord Injury 
Conference, 18:174-179,1971; Nemoy, N. 
J. and T. A. Stamey, “Surgical, 
Bacteriological and Biochemical 
Management of ‘Infection Stones’,” 
Journal o f  the Am erican M edical 
Association, 215:1470-1476,1971; 
Cunningham, J. J,, et al., “Radiologic 
Changes in the Urothelium During 
Renacidin Irrigations,” Journal o f  
Urology, 109:556-558, 1973;
Schellhammer, P. F. and W. W. Koontz, 
Jr > “Renacidin Irrigation of the Ileal 
Conduit. A Study of Systemic 
Magnesium Absorption,” Investigative 
Urology, 12:92-97,1974; Cato, A. R. and 

' * S,  Tulloch, “Hypermagnesemia in 
a Uremic Patient During Renal Pelvis 
rrigation with Renacidin,” Journal o f  
Urology, 111:313-314,1974; Blavais, J. G., 
et al„ “Chemolysis of Residual Stone 
^agments after Extensive Surgery for 
Btaghorn Calculi,” Urology, 6:686-686, 
J975; Jacobs, S. C. and R. F. Gittes, 
Dissolution of Residual Renal Calculi 

with Hernia cidrin,” Journal o f  Urology, 
1J5“2"4 '.1976; Fam, B., et al., “The Role 

Hemiacidrin in the Management of 
p 6Ra‘ Atones in Spinal Cord Injury 

ahents," Journal o f  Urology, 116:696- 
1976; Nemoy, N. J. and T. A. Stamey, 

Sc ox Hemiacidrin in Management of 
ntection Stones,” Journal o f  Urology, 

116:693-695,1976; Dretler, S. R, et a l, 
Renal Stone Dissolution via 
«cutaneous Nephrostomy,” N ew  

¿ fu n d  Journal o f  M edicine, 300:341- 
JM.1979; Brock, W. A., et al„ 
nemiacidrin Irrigation of Renal Pelvic

Calculi in Patients with Ileal Conduit 
Urinary Diversion,” Journal o f  Urology, 
123:345-347,1980; Newhouse, J. H. an d
R. C. Pfister, “Therapy for Renal Calculi 
via Percutaneous Nephrostomy: 
Dissolution and Extraction,” Urology 
and Radiology, 2:165-170,1981; Klein, R.
S. , et al., “Hemiacidrin Renal Irrigation: 
Complications and Successful 
Management,” Journal o f  Urology, 
128:241-242,1982.

Copies of the references cited above 
are on display in the Dockets 
Management Branch (HFA-305), Food 
and Drug Administration, Rm. 4-62, 5600 
Fishers Lane, Rockville, MD 20857, and 
may be seen in that office between 9
a.m. and 4 p.m., Monday through Friday.

A Sponsor should submit an NDA in 
the usual format as described in 21 CFR 
314.1, with particular attention to:

1. Manufacturing controls information, 
including stability of the solution.

2. A detailed summary and analysis of 
the published medical literature 
pertinent to the safety and effectiveness 
of the drug for the indications listed in 
the labeling.

3. Any other information the applicant 
has that bears on safety and 
effectiveness and appropriate directions 
for use.

4. Labeling that includes the 
indications for which FDA has found the 
drug safe and effective and that gives 
detailed directions on safe 
administration of the drug product.

Because the product is delivered 
directly to the site of action, 
bioavailability studies are not needed. 
Moreover, the extensive clincal 
experience obviates the need for animal 
toxicology studies other than those 
described in the published literature 
(included in the list of references 
provided in this notice].

FDA will be pleased to meet with 
potential sponsors to discuss the data 
and requirements. Manufacturers 
interested in submitting an NDA should 
contact Roger Gregorio at the address 
given above.

Dated: October 21 1983.
M arion J. Finkel,
Director, Orphan Products Development.
[FR Doc. 83-30510 Filed 11-9-83; 8:45 am)

BILLING CODE 4160-01-M

Social Security Administration

Privacy Act of 1974; Report of New 
System of Records

AGENCY; Social Security Administration 
(SSA), HHS.
a c t io n : Notification of new system of 
records.

s u m m a r y : In accordance with the 
Privacy Act (5 U.S.C. 552a(eJ(4)J, we are 
issuing public notice of our intent to 
establish a new system of records, the 
Beneficiary, Family, and Household 
Surveys, Records and Extracts System 
(Statistics), HHS/SSA/OP, 09-60-0211. 
We also are proposing routine uses of 
information that we will maintain in the 
system in accordance with 5 U.S.C. 
552a(e)(ll). We invite public comments 
on the proposed routine uses. The 
routine uses are discussed below.
DATES: We filed a report of new system 
of records with the President of the 
Senate, the Speaker of the Hosue of 
Representatives, and the Director, Office 
of Management and Budget on October
27,1983. The proposed system and the 
proposed routine uses will become 
effective as proposed without further 
notice on December 26,1983, unless we 
receive comments on or before that date 
which would result in a contrary 
determination.
a d d r e s s e s : Interested individuals may 
comment on this proposal by writing to 
the SSA Privacy Officer, Social Security 
Administration, 6401 Security 
Boulevard, Baltimore, Maryland 21235. 
All comments received will be available 
for public inspection at 3 -F -l 
Operations Building, at the above 
address.
FOR FURTHER INFORMATION CONTACT:
Ms. Emily Andrew's, Special Assistant to 
the Director, Office of Research,
Statistics and International Policy,
Social Security Administration, Room 
1121, Universal North Building, 1875 
Connecticut Avenue, Washington, D.C. 
20009, telephone: 202/673-5627.
SUPPLEMENTARY INFORMATION: We are
proposing to establish this system so 
that we may collect, compile, and 
analyze data for use in program 
planning and evaluation, cost 
estimation, and production of general 
economic and program statistics for 
individuals, families, and households.
The proposed system also will provide a 
base for validating other data sources 
which we currently use in policy 
analysis, and estimating the impact of 
proposed changes affecting the Social 
Security programs.

The major part of the system will 
consist of the New Beneficiary Survey 
(MBS) and other surveys of beneficiaries 
planned to be conducted under contract 
with SSA or another agency. The NBS 
will provide in-depth information on the 
sample of new participants in the 
Retirement, Survivors, and Disability 
Insurance (RSDI) components of the 
Social Security program. The interviews 
will collect information on the
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beneficiaries’ employment histories, 
income and assets, health conditions, 
program knowledge, marital and 
childcare histories, and similar 
socioeconomic data. The survey 
information is needed to provide 
program analysts with information 
about the current cohort of new program 
beneficiaries, who most closely 
represent future beneficiary cohorts.

We are proposing routine uses of 
information that will be maintained in 
the system. (A routine use disclosure is 
disclosure without the consent of a 
subject individual for a purpose which is 
compatible with the purpose for which 
we collect information.) The proposed 
routine uses provide for disclosure to 
third parties under contract with SSA or 
other agencies to perform research and 
statistical activities and to the Bureau of 
Census when it performs as a collecting 
agent or data processor for research and 
statistical purposes. The proposed 
routine uses are consistent with the 
provisions of the Privacy Act and our 
disclosure regulation (20 CFR Part 401). 
Section 401.310 of the regulation permits 
us to disclose information for a routine 
use when necessary to administer our 
program. The routine uses will be used 
solely for that purpose; e.g., we will 
disclose a limited amount of information 
to the Bureau of the Census and to 
contractors to collect and process 
statistical data directly related to the 
purpose served by this proposed system. 
The specific statements of routine use 
are as follows:

Disclosure may be m ade to a 
contractor under contract with SSA (or 
another agency with funds provided by  
SSA ) for the perform ance of research  
and statistical activities directly related  
to the purpose served by this system of 
records.

Disclosure may be made to another 
government agency (such as the Bureau 
o f the Census) serving as a data source, 
collecting agent or data processor for 
SSA in connection with the perform ance 
o f research and statistical activities 
directly related to the purpose served by 
this system o f records.

We will establish and maintain 
security and safeguards for this 
proposed system in accordance with the 
HHS Automated Data Processing (ADP) 
System Manual, Part 0, ADP System 
Security; standards established by the 
Bureau of Census for protection of data 
collected by that Bureau under title 13, 
United States Code; and standards 
established under provisions of 26 
U.S.C. 6103(p)(4) regarding safeguards 
applicable to Federal tax return 
information. This will include 
maintaining the data in an enclosure 
attended by security guards, and using

locked files and passwords. Only 
authorized personnel who have a need 
for the data in the performance of their 
official duties and who have the 
appropriate identification and clearance 
will be permitted in areas containing 
records. In compliance with section 6103 
of the Internal Revenue Code, no 
Federal tax return information 
contained in the proposed system of 
records will be disclosed by SSA to 
contractors or other agencies without 
the express approval of the Internal 
Revenue Service.

We are proposing this system of 
records in accordance with the Privacy 
Act and will collect and disclose 
information only as discussed above.
We, therefore, do not anticipate any 
untoward effects on the personal 
privacy rights of individuals.

Dated: October 27,1983.
Lou Enoff,
Acting Deputy Commissioner fo r  Programs 
and Policies.

09-60-0211

S Y S T E M  N A M E :

Beneficiary, Family, and Household 
Surveys, Records and Extracts System 
(Statistics), HHS/SSA/OP.

S E C U R I T Y  c l a s s i f i c a t i o n :

None.

S Y S T E M  l o c a t i o n :

Records in this system may be located 
at the following locations:
Office of Research, Statistics and 

International Policy, Social Security 
Administration, 1875 Connecticut 
Avenue, NW., Washington, D.C.
20009;

Office of Systems, Social Security 
Administration, 6401 Security 
Boulevard, Baltimore, Maryland 21235; 

Datacrown/SDL, 770 Brookfield Road, 
Ottawa, Ontario KlB 6J5, Canada; 

Parklawn, 5600 Fishers Lane, Rockville, 
Maryland 20857;

National Institute of Health, 9000 
Rockville Pike, Bethesda, Maryland 
20205; and

Bureau of Census, Washington, D.C. 
20857.
Records also may be maintained at 

contractor'sites (contact the system 
manager at the address below to obtain 
contractor addresses).

C A T E G O R I E S  O F  I N D I V I D U A L S  C O V E R E D  B Y  T H E  

s y s t e m :

Samples of United States individuals 
and households presently or potentially 
receiving benefits from the Department 
of Health and Human Services (HHS) or 
other related Federal/State programs,

and other comparison individuals and 
households.

C A T E G O R I E S  o r  r e c o r d s  i n  t h e  S Y S T E M :

Basic demographic characteristics; 
marital and childcare histories; medical 
and disability information; information 
which relates to ability to work; living 
conditions; attitudes; socioeconomic 
information; earnings and employment 
history; financial assets and liabilities; 
real and personal property; benefit and 
pension information; use of medical and 
rehabilitative services; and participation 
in HHS and related Federal/State 
welfare programs.

A U T H O R I T Y  F O R  M A I N T E N A N C E  O F  T H E  

S Y S T E M :

Sections 702 and 1110 of the Social 
Security Act; and 13 U.S.C. 182.

p u r p o s e :

This system will enable the SSA 
Office of Research Statistics and 
International Policy to collect, compile, 
and analyze data through survey and 
record extracts. Data collected through 
the surveys in their developmental and 
operational phases will be used within 
ORSIP for program planning and 
evaluation purposes, subject to 
applicable restrictions of title 13, U.S. 
Code, regarding data supplied by the 
Bureau of the Census; and 26 U.S.C. 
6103(p)(4) regarding Federal tax return 
information. In compliance with section 
6103 of the Internal Revenue Code, no 
Federal tax return information 
contained in the proposed system of 
records will be disclosed by SSA to 
contractors or other agencies without 
the express approval of the Internal 
Revenue Service. Information resulting 
from these efforts will provide HHS 
with: (1) Reliable estimates of future 
outlays under various program 
alternatives; (2) a base for validation of 
other data sources currently used in 
policy analysis; and (3) an evaluation of 
the Retirement, Survivors and Disability 
Insurance program.

R O U T I N E  U S E S  O F  R E C O R D S  M A IN T A IN E D  IN 

T H E  S Y S T E M ,  IN C L U D IN G  C A T E G O R I E S  O F  

U S E R S  A N D  T H E  P U R P O S E S  O F  S U C H  U S E S :

Disclosure may be made for routine 
uses as indicated below:

1. To a contractor under contract with 
SSA or another agency for the 
performance of research and statistics 
activities directly related to the purpose 
served by this system of records.

2. To another government agency 
(such as the Bureau of the Census) 
serving as a data source, collecting 
agent, or data processor for SSA in 
connection with research and statistics



Federal Register / Vol. 48, No. 219 / Thursday, November 10, 1983 / Notices 51695

activities directly related to the purpose 
served by this system of records.

P O L IC IE S  A N D  P R A C T I C E S  F O R  S T O R I N G ,  

R E T R IE V IN G , A C C E S S I N G ,  R E T A I N IN G , A N D  

D IS P O S IN G  O F  R E C O R D S  IN  T H E  S Y S T E M :

STORAGE:
Records may be stored on hard copy 

forms, discs, or magnetic tape.

r e t r i e v a b i l i t y :

Records will be indexed by Social 
Security number (SSN) during the 
matching steps but identifiers will not 
be retained by SSA after matching is
completed.

S A F E G U A R D S :

Safeguards have been established in 
accordance with the HHS Automated 
Data Processing (ADP) System Manual, 
Part 6, ADP System Security; standards 
established by the Bureau of Census for 
protection of data collected by the 
Census under title 13, U.S. Code; and in 
accordance with 26 U.S.C. 6103(p)(4), 
which provides for protection of Federal 
tax return information, principally 
earnings records. These safeguards 
include maintaining the data in an 
enclosure attended by security guards, 
and using locked files and passwords. 
Only authorized personnel who have a 
need for the data in the performance 'of 
their official duties and have the 
appropriate identification and clearance 
will be permitted in areas containing 
records.

Employees having access to records 
will receive prior notification of criminal 
sanctions for unauthorized disclosure of 
Personal information about individuals. 
Magnetic tape and other files with 
personal identifiers will be retained in 
secured storage areas accessible only to 
authorized personnel who have a need 
to enter the areas in the performance of 
i.eir official duties. Microdata files 

Pmpared for purposes of research and 
analysis will be stripped of personal 
identifiers and will be subject to 
procedural safeguards to assure 
anonymity.

R e t e n t i o n  a n d  d i s p o s a l :

Records with identifiers will be held 
>n secured storage areas at SSA or at the 

ureau of Census and will be disposed 
0 as soon as they are determined to be 
no longer needed for analysis. Means of 
disposal will be appropriate to the 
records storage medium (e.g., erasure of 
aPes, shredding of printouts, etc.).

s y s t e m  m a n a g e r s  a n d  a d d r e s s :

R e c t o r ,  Office of Research, 
a istics, and International Policy,

n ° i !  T T S e C U r i t y  Administration, Room 
Universal North Building, 1875

Connecticut Avenue, Washington, D.C. 
20009.

N O T I F I C A T I O N  P R O C E D U R E :

This system will contain limited data 
selected for statistical analysis about 
which individuals normally would not 
be interested. Individuals inquiring 
about their records in SSA programs 
may wish to consult other SSA systems 
of records which contain more complete 
information.

However, if an individual wishes 
notification of or access to information 
that may be maintained in this system 
during processing stages, he/she should 
write to the system manager at the 
address above and provide his/her 
name, SSN, and a description of the 
information he/she is seeking. Also, to 
verify identity, the individual should 
provide his/her address and date of 
birth. Disclosure of the SSN is voluntary. 
If an individual is unable or unwilling to 
provide his/her SSN, he/she should 
provide date and place of birth and both 
parents’ names to enable us to attempt 
to locate the number so that we can use 
it to attempt to locate any requested 
records.

R E C O R D S  A C C E S S  P R O C E D U R E S :

Same as notification procedures. 
Requesters should reasonably identify 
the information they are seeking. These 
procedures are in accordance with HHS 
regulations (45 CFR Part 5b).

C O N T E S T I N G  R E C O R D  P R O C E D U R E S :

Same as notification procedures. 
Requesters should reasonably identify 
the record, specify the information they 
are contesting, and state the corrective 
action sought and the reasons for the 
correction with supporting justification. 
These procedures are in accordance 
with HHS regulations (45 CFR Part 5b).

R E C O R D  S O U R C E  C A T E G O R I E S :

Records in this system of records will 
be derived from other existing systems 
of records maintained by SSA for its 
retirement, disability, and income 
supplementation programs (e.g., the 
Master Beneficiary Record, 09-60-0090; 
the Supplemental Security Income 
Record, 09-60-0103; the Earnings 
Recording and Self-Employment Income 
System, 09-60-0059; the disability data 
systems, 09-60-0049 through 09-60- 
0051); Census survey data obtained from 
the Bureau of Census; Medicare records 
obtained from the HHS Health Care 
Financing Administration; and survey 
records from personal interviews.

S Y S T E M S  E X E M P T E D  F R O M  C E R T A I N  

P R O V I S I O N S  O F  T H E  A C T :

None.
|FR Doc. 83-30428 Filed 11-9-83; 8:45 am| 

BILLING CODE 4190-11-M

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT

Office of the Secretary

[Docket No. D -83-705)

Amended Delegations of Authority— 
Departmental Reorganization

a g e n c y : Office of the Secretary, HUD.
a c t io n : Amended delegations of 
authority.

Su m m a r y : On September 12,1983, by 
Notice (48 FR 40958), the Secretary of 
Housing and Urban Development 
delegated to each of HUD’s ten Regional 
Administrators all authority necessary 
to continue operating HUD’s programs 
following a reorganization of HUD’s 
Regional and Field offices which took 
effect beginning September 6,1983. The 
Notice also authorized each Regional 
Administrator to redelegate, but limited 
the duration of such redelegations to 60 
days (i.e., to November 5,1983) in the 
anticipation that HUD would issue at 
least a preliminary revision of all 
Regional and Field redelegations by that 
time. Because such a preliminary 
revision has not proved necessary the 60 
day limitation on Regional 
Administrators’ redelegation is 
rescinded, pending the development of a 
permanent set of Regional and Field 
redelegations.
EFFECTIVE DATE: November 4,1983.
FOR FURTHER INFORMATION CONTACT:
David D. White, Assistant General 
Counsel for Administrative Law, Room 
10254, Department of Housing and 
Urban Development, 451 Seventh Street,
S.W., Washington, D.C. 20410.
Telephone (202) 755-7137 (this is not a 
toll-free number).

Amendment of Delegation

The Delegation of Authority to 
Regional Administrators published at 48 
FR 40958 (September 12,1983) is 
amended by removing the second 
sentence of paragraph 2.

Dated: November 4,1983.

Samuel R. Pierce, Jr.,
Secretary o f Housing and Urban 
Development.
[FR Doc. 83-30380 Filed 11-9-83; 8:45 am|
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