REQUEST FOR RECORDS DISPOSITION AUTHORITY

JOB NUMBER

N[ 4L3-0A-

To NATIONAL ARCHIVES & RECORDS ADMINISTRATION
8601 ADELPHI ROAD COLLEGE PARK, MD 20740-6001

Date received

q/a4/09

1 FROM (Agency or establishment)
Department of Health and Human Services

NOTIFICATION TO4

2 MAJOR SUBDIVISION
National Institutes of Health (NIH)

In accordance with the proygions of 44 US C 3303a, the
disposition request, Incyffing amendments, 1s approved
except for items thajghay be marked “disposition not

3 MINOR SUBDIVISION approved” or “withdrgph” in column 10
OD/OM/OMA/DMS

4 NAME OF PERSON WITH WHOM TO CONFER 5 TELEPHONE NUMBER DATE & ARCHIVIST OF THE UNITED STATES
Nyja DeFrank 301-496-2463 \ /IO/ W ITHDRANN)

6 AGENCY CERTIFICATION

I hereby certify that I am authorized to act for this agency in matters pertaigffg to the disposition of its records and that the

records proposed for disposal on the attached 11

be needed after the retention periods specified, and that written concurrg®
provisions of Title 8 of the GAO Manual for Guidance of Federal Agencif®.

X 1s not required [] 1s attached, or

page(s) are not neegl?d now for the business for this agency or will not

e from the General Accounting Office, under the

X has been requested

DATE SIGNATURE OF AGENCY REPRESENTATIVE TITLE
; .
09/23/2009 Yvonne K Wikson (\{' : X ? AP HHS Records Officer
9 GRS OR
7 ITEM NO 8 DESCRIPTION OF ITEM PROPOSEGIDISPOSITION SUPERSEDED JOB 10 ACTION TAKEN
CITATION (NARA USE ONLY)
Approval is needed for the folloyfng listed electronic None
systems under NIH Manual Chfpter 1743 — Keeping (New Schedule)

ecords Control
edical Research

and Destroying Records (Nij
Schedule). Section 3000 B

Electronic Systems

See attached sched

Activities, 3000-L Biomegical Research Activities




3000 L

3000-L-1

NIH Records Management Program
Draft SF 115 Content

Biomedical Research Activities Electronic Systems

NIH CC Biomedical Translational Research
Information System (BTRIS)

BTRIS will contain longitudinal data, text and images
from NIH intramural clinical care and research
systems to facilitate data analysis, hypothesis
generation and patient recruitment 1n support of the
NIH intramural research mission Principal
investigators and designees (e g associate
investigators) will be allowed to access 1dentified datg
only as permitted by their active protocols) Other
users with appropriate IRB or OHSR clearances gfill
be able to access and query only data in a de-
identified manner.

a. Inputs N/A
None.

b_Master File

BTRIS will allow users to quegf against the
repository based on role Foggfactive protocols, the
principle investigator or ogfer members of the
research team will be ab}f to access i1dentified data on
demographics, vital sigfis, labs, medications, results
and clinical documegflation Other researchers
wishing to develogfhypothesis or determine
availability of pgfential subjects will be able to query
de-1dentified dgfta for this same information All data
1s stored 1n gffelational database

Dispositgpn  TEMPORARY Destroy when the
Directgf of the Clinical Center determines that 1t is no
longgf needed for scientific reference

cfOutpu GRS 20
JOse an-create or-future-use—patientlists. Items 4, 5. 6. 7,
protocotistshsts-of specttic-medications—orspeeifie 12, and 16


http:TEMPORA.RY

3000-L-2
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NIH CC Chinical Research Information System
(CRIS)

CRIS consists of the core system and component
applications to document clinical care and research
for registered patients at the Clinical Research Center
NIH This activity 1s authorized by Section 301 of
the Public Health and Safety Act

a_Inputs " 4 N/A
None )

b. Master File

The CRIS Core System includes mujgple databases
that support Clinical Center patiengffare and research
The CRIS Core master active dagifbase 1s the central
point for receipt and distributighl of active patient
information and clinical datgPEvery item relating to
the clinical care of every giffient 1s entered into CRIS
Core

Disposition  TEME, FRARY Destroy when the
Director of the Clgfical Center determines that it 1s no
longer needed fg#fscientific reference

c—Outputs 4 NC1-90-78-4
Patientinfgfmation ansterred-from-CRS-Core-te Item 1b
Other-outputs-are+h-the-form-o (NIH 3000-E-
: d ormation-and-reports-that-are-apar 22)
’D, NGO ' EMPORAR De e
/lengei&-needed—fef—seeimﬁﬁefefenee

NIH CC Executive Information System (EIS)

The Executive Information System (EIS) is an
application designed to provide real time reporting of
key hospital performance indicators The EIS
provides query and reporting capabilities for
executive decision makers, and allows staff to view
daily. monthly. annual patient census information and
key hospital performance metrics Census data can be
reported by hospital unit and protocol, IC. branch,
and Principal Investigator
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a_Inputs N/A
None

b Master File

EIS reports admissions. inpatient days, outpatient
visits, average length of stay, discharge, and patient
counts Census data can be reported by hospital unmt
and protocol, Institute/Center, branch and Principal
Investigator

Disposition  TEMPORARY Destroy when the
Director of the Clinical Center determines that 1t 1gfho
longer needed for scientific reference.

e—Outputs GRS 20
Monthly—quarterlyand-annual-cen rgfmation Items 4, 5,6, 7,
and pertorm d 12.and 16
exective-de O P Fred-to
othersystems-
Dispesttie EMPORARY g
puipeses-

3000-L-4 NIH CC Medicolegfl Request Tracking System

The Medicolegal equest Tracking System 1s used to
receive requestgffor and track copies of medical
record documyftation sent out by the Medical Record
Departmenggo Clinical Center patients and the third
parties thg#f authorize to recerve such information

a—Inp] GRS 20
offnation1s-abstracted-and-entered-by-authe d Item 2a4

received-from-patients;-healtheare-orgamzations;

msurance-comparies, goverment agencies;-ete

b Master File
Data 1s abstracted and entered into the system
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including patient names, dates of birth, mailing
addresses, phone numbers, medical record numbers,
and details of the specific request for release

Disposition  TEMPORARY Destroy when the
Director of the Clinical Center determines that 1t 1s no
longer needed for scientific reference

e—Outputs #7C1-90-78-9
Outputs-consistof-a-textual-notificationletteras-well 47  Item 31a

: osted-tn-the submigfl  (NTH 1100-C-
orf—Ap ord redebt 12b)

ap)
)
D)

DLDR A ANEDDN

o'
R QO

A

D

4P] 4D]
A QA

3000-L-5 NIH CC Softmed Automag#d Medical Record
Processing and Tracking@Applications
Softmed applicationsgOntain demographic and
tracking informatigffis maintained on registered
Clinical Center p#fients in order to route documents
for creation, regrding, retention, signature and
location

GRS 20
Item 2a4

b. Master File

Data 1s input from clinical transcription contractors
and authorized medical record technicians, including
patient and provider names, dates of birth. mailing
addresses, phone numbers, medical record numbers,
and specific information related to the routing and
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completion of required medical documentation for the
official Clinical Center medical record

Disposition TEMPORARY Destroy when the
Director of the Clinical Center determines that 1t 1s no
longer needed for scientific reference

€—Outputs M 1-90-78-4
Notifications-to-providersrelated-to-required-elinieal Item 1b
decumentationregarding the speetficttems;-thewr (NIH 3000-E-
atus-and-thetr-completton—Datais-not-transferred g 22)
: e ous-report-typ e-transcrijgffd
[ y ; S NMad ) 2 o - > N j '..! :
. i NIL - 2 (Outn o D ==.';_ 00g
B [2 ord); Wi 79 L | Wi 079
S : ’ NHH-24 ' =. =‘ Oneo ;*
Dispositte EMP@RARY D :
D OF-0 deter 6
NIH CC Thgffadoc Infection Control System
The systegfprovides the Hospital Epidemiology
Service #Mith continuous infection surveillance, alerts,
and apgfflysis to help promote better and timelier
infegfion control practices
nputs N/A

one

b Master File

Patient demographic data from the Clinical Research
Information System (CRIS) includes, medical record
number, name, date of birth, sex. height/weight. and
medical information like allergies Pharmacy order
information from CRIS includes name of the
medication and date of the medication order Test
results from the Laboratory Information System (LIS)
and Research Information System (RIS) include the
test name, date that test was performed and test
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results

Disposition  TEMPORARY Destroy when the
Drrector of the Clinical Center determines that 1t is no
longer needed for scientific reference

e—Outputs oRs 20
Fhe-system-provides-the Hospital Epidennelogy fns 4, 5,6, 7,
Service(HES)-with-toolsforgathering;-analysisand 12, and 16
reperting-of eprdemiologic- data—The system-will

'=-_ =' H . : , Pa _'a' F ='=

othersystems-

Disposttion—TEMPORARY B &

purpeses-

NIH NIDDK Teleresult

The Teleresults/Lab Ggffober system manages the
clinical and researchgffata for patients of the
Transplant Branchgfind the Autoimmunity and Islet
Branch The driyfhg factors for the installation of the
system were yfprovide a means to handle the
specialized gffjuirements of transplant processes. 11)
provide a Jfcation to save the large volume of outside
clinical gfita, 1) allow retrieval of data for research

purpo

a. ifputs N/A
pNc

b. Master File

Accumulated data of all types including patient
demographics and history, test results, consults,
chemistries and hematologies from CRIS, and
occastonal custom imports of special data sets

Disposition TEMPORARY Destroy when the
Director of the Clinical Center determines that 1t 1s no
longer needed for scientific reference

e—Outputs GRS 20
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Repeorts-of-pattentnformation-and-system [tems 4, 5,6, 7,
12,and 16

purpoeses-

system It serves as a front end for CRIS
facilitates (1) record creation - enter new

reimbursement requests for NIH ical Center
patients

a_Inputs N/A

None.

b Master File
The information co}fcted 1s name, gender. date of
birth, social secugly number, mailing address, and
phone number ghe medical record number (MRN) 1s
fed in by CRIFCore (SCM) once an MRN 1s
assigned s information 1s used to register
individualgfas participants 1n clinical trials and to
oviding travel arrangements for those

als Information 1s disclosed to travel agents
t in making the necessary travel arrangements
1 Security Numbers are included for authorized
fiffancial reporting requirements

isposition  TEMPORARY Cutoff when nactive or
superseded Destroy 3 years after cutoff

e—Outputs NC1-90-78-9
Only-authertzed personnel-may-have-aceess-to-the Item 87
system-and-ts-output-SFForm-54—Admisstons-and (NIH 3000-E-
Veouchers—Additionallyasummary-can-be-viewed-on 41)
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eld-

NIH CC Blood Bank Collection System (BBCS)

The system contains data regarding donors at the
Department of Transfusion Medicine used to conduct
clinical care and research at the Clinical Center as
authorized by Section 301 of the Public Health

Service Act.
a. Inputs GRS 20
Data-is-entered-about-blood-donorsb ansfugfon Item 2b
Medic; € and heie &

a "

b. Master File

Donor demographic inforggftion includes name, date
of birth, donor ID#, maildfig address, phone numbers,
email address. and mggfcal record number if donor is
a CC patient, mediggfinformation about the donor
and the signed Dgffartment of Transfusion Medicine
Consent for Dogfition. The Laboratory Information
System inforgfation includes donor's blood type, lab
results, sergfogic reactions and related medical
informatj

Dispgfition: TEMPORARY. Review with NIH
RegdPrds Management Officer for disposition when 15
pars old.

y e—Outpuis GRS 20

Reutine-and-ad-hee-queries-are-performed-by DTM Items 4, 5, 6, 7,
staff which-support-scheduling donor-appeintments; 12, and 16


http:TEMPORA.RY
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NIH CC Clinical Research Volunteer Program
(CRVP)

The Clinical Research Volunteer Program (CRVP), in
existence since 1954, recruits, registers and
compensates individuals who volunteer to participate
as healthy control subjects in clinical research
protocols. Healthy volunteers provide researchers
with important information for comparison with
people who have specific illnesses. Every year, nearl
3,500 healthy volunteers participate in studies at N
The information captured is used for (i) collecti
healthy volunteer registration information (Patj#ht

(ii) process requests for compensation an
authorization of payments to research vgffinteers

Treasury Department.

a. Inputs N/A
None.

b. Master File

Information collected jfcludes name, gender, race,
date of birth, mailingffddress, phone number, e-mail
addressee, existingfmedical conditions, medications
and other data thf might affect participation.

recruiting sylffects upon request. Medical Record
Number ( ) and Social Security Number (SSN)

Secugly Numbers are included for financial reporting
reqiifrements to allow payments to those individuals
participate in protocols which provide
mpensation.

Disposition: TEMPORARY. Cut off after volunteer
period ends. Destroy 3 years after cutoff.

e—Outputs GRS 20
Authorized CRVP-staff can-run-queries-against the Items 4, 5.6, 7,
potential-candidate-pooHPRRC-database)—Queries 12,and 16
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Iniai ive— I it ] . ]
purpoeses:

NIH CC Clinical Center Survey Data

Information resulting from various surveys and
questionnaires conducted by the Clinical Center from
patients and staff regarding quality of care and
hospital operations.

a—nputs GRS 20
Pata-is-abstracted{romvarious-surveysand [tem 2a4
ario . vices—Daflis capture

b ble ofth o O 0

D 0 d o-b OtHES dinputb

othersystems:

b. Master File

Participation is engffely voluntary. Participant names,
dates of birth, ny#fling addresses, phone numbers,
medical recorgfhumbers, and the specific responses
solicited by #fich individual survey or questionnaire
are collecigl. Information from specific surveys are
developgfl into aggregated results which are reported
in a dgffdentified form. Specific individuals may be
follgffed to survey completion, after which only
aggfegated data is maintained.

Pisposition. TEMPORARY. Cut off annually.
Destroy 5 years after cutoff.

e=Outputs GRS 20
Outputs-are-intheform-of aggregated-data Items 4, 5,6, 7,
- 5 . 12, and 16

10


http:TEMPORA.RY

3000-L-12
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purpeses:

NIH CC ProVation

CC ProVation is a system whose mission is to
digitally report findings from gastroenterological
endoscopic exams of the upper and lower
gastrointestinal tract, including the ability to record
digital pictures. Procedures are recorded as they are
completed and the information for each procedure is
collected from the patient. The application is locally
available from workstations attached to the
endoscopy cart and in the clinical procedure unigf
the hospital.

a. Inputs
None.

b. Master File

Patient demographic informatiogfincludes name, date
of birth, mailing address. phog€ number, and medical
record number. Procedure jfformation includes name
of participating staff, prog€dure name, devices used
and medical notes entegfd.

Disposition: TEMJORARY. Destroy when the
Director of the Cjhical Center determines that it is no
longer needed gt scientific reference.
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N/A

NC1-90-78-4
Item 1b
(NIH 3000-E-
22)





