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Data Access - National Death Index “ﬁ ﬂ* 1
1772 Centers for Disease Control and Prevention
ﬁfg@;gm Weur Online Scurce for Credible Health Informeation

2007 DEATH ARE NOW AVAILABLE FOR NDI SEARCHES.

If you submitted an NDI search through 2006 deaths any time after March 1, 2009, no service charge
will be applied to your upcoming search of 2007 deaths.

About the NDI
Learn more about how the NDI matching service operates (/nchs/data access/ndi/about ndi.htm) .

How to Use the NDI

Review the steps in the NDI process, from applying for NDI approval to submitting your records for
NDI searches (/nchs/data access/ndi/ndi user guide.htm#chi1) .

NDI Matching Criteria

The NDI program will permit a match to be listed if any 1 of 7 conditions are satisfied.

« NDI Matching Criteria [PDF - 117 KB] (/nchs/data/ndi/NDICriteria Front.pdf)

NDI Retrieval Report

See a sample of how the NDI lists possible death record matches for a particular study subject.

e NDI Retrieval Report [PDF - 64 KB] (/nchs/data/ndi/NDI Retrieval Back.pd

NDI Application Form

This form must be submitted and approved before a researcher is permitted to submit records for an
NDI match. Call us on 301-458-4444 before attempting to complete this form.

« NDI Application Form [PDF - 545 KB] (/nchs/data/ndi/NDI Application.pdf)

« Criteria to be Applied in Approving NDI Applications [PDF - 92 KB] (/nchs/data/ndi/APPROVAL%
20CRITERIA FINAL 3-12-07 .pdf)
This doc(:iument is presented here simply to give applicants an idea of how their applications will be
reviewed.

NDI User Fees

Fees are based on the number of records submitted. The fee schedule includes a worksheet for
calculating your total NDI charge.

o NDI User Fees [PDF - 1.1 MB] (/nchs/data/ndi/Users Fees Worksheet.pdf)

« Discounts for large volumes: If you are considering submitting more than 100,000 records
for an NDI search, you may be eligible for our fee discounts for large record volumes. Contact
Robert Bilgrad on 301-458-4101 for more information.
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Data Access - National Death Index
NDI User's Guide

Contains the first two chapters of the User's Guide (/nchs/data access/ndi/ndi user guide.htm). These
chapters explain the steps in the NDI process and how to submit your records for an NDI search. If
you would like to receive an e-mail attachment containing a draft of the entire User's Guide, please
send an email ndi@cdc.gov (mailto:ndi@cde.gov) to request the draft document.

e Chapter 1 - How to Use the NDI: Steps in the Process
(/nchs/data access/ndi/ndi user guide.htm#chi)

e Chapter 2 - Preparing Your Records: Record Layout and Coding Specifications
(/nchs/data access/ndi/ndi user guide.htm#ch2)

Contact NDI Staff

Please send us an email at ndi@cdc.gov (mailto:ndi@cdc.gov) to submit any requests and questions you
may have concerning the NDI. Please include your name, address, and phone number in your email
request, and let us know if you would like to receive a free NDI information packet.

You can also reach us by calling (301) 458-4444.

Related Links

« National Vital Statistics System - Mortality Data (/nchs/deaths.htm)
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About the National Death Index

The National Death Index (NDI) is a central computerized index of death record information on file in
the State vital statistics offices. Working with these State offices, NCHS established the NDI as a
resource to aid epidemiologists and other health and medical investigators with their mortality
ascertainment activities.

« Available to investigators solely for statistical purposes in medical and health research. Not
accessible to organizations or the general public for legal, administrative, or
genealogy purposes.

A national file of identifying death record information (beginning with 1979 deaths) compiled
from computer files submitted by State vital statistics offices. Death records are added to the NDI
file annually, approximately 12 months after the end of a particular calendar year.

The following, more recent years of death are (or will be) available for routine searches or NDI Plus
searches:

Death Years Availability

2007 Now Available
2008 Spring 2010
2009 Spring 2011

« Contains a standard set of identifying information on each death to be used in searches of the file
to identify and locate death records in the State offices. Refer to the NDI matching criteria [PDF -
117 KB] (/nchs/data/ndi/NDICriteria_Front.pdf) to see how records are selected as possible.

» NDI users are encouraged to submit as many of the following data items as possible for each study
subject: first and last name, middle initial, father's surname, social security number, month, day,
and year of birth, race, sex, marital status, state of residence, and state of birth.

« Assists investigators in determining whether persons in their studies have died and, if so, provide
the names of the States in which those deaths occurred, the dates of death, and the corresponding
death certificate numbers. Refer to the NDI retrieval report [PDF - 64 KB]
(/nchs/data/ndi/NDI_Retrieval Back.pdf) for a sample of how possible matches are presented.

« Investigators can then make arrangements with the appropriate State offices to obtain copies of
death certificates or specific statistical information sucﬁ as cause of death.

« Investigators can also obtain cause of death codes using the NDI Plus service.

To use the system, investigators first must submit a NDI application form to NCHS. Applicants should
allow about 2 months for their applications to be reviewed and approved. Once approved, users may
submit their study subjects' names, social security numbers, dates of birth, and related information to
NCHS on diskette or CD-ROM.

The fees for routine NDI searches consist of a $350.00 service charge plus $0.15 per user record for
each year of death searched. For example, 1,000 records searched against 10 years would cost $350 +
($0.15 x 1,000 x 10) or $1,850. Fees for the NDI Plus service are slightly higher. Refer to the NDI fee
schedule [PDF - 1.1 MB] (/nchs/data/ndi/Users Fees Worksheet.pdf) for all fees and for a worksheet to
assist in calculating your total charges for a NDI search.

_23_
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Send us an email at ndi@cdc.gov (mailto:ndi@cdc.gov) to obtain a free NDI User's Manual and/or more
information about the NDI. You can also reach us at:

National Death Index

Division of Vital Statistics

National Center for Health Statistics
3311 Toledo Road, Room 7316
Hyattsville, Maryland 20782

(301) 458-4444

ndi@cdc.gov (mailto:ndi@cdc.gov)

Page last updated: October 21, 2009
Page last reviewed: February 24, 2009

Content source: CDC/National Center for Health Statistics
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User's Guide

Table of Contents

Chapter 1 - How to Use the NDI: Steps in the Process (#chi)
Chapter 2 - Preparing Your Records: Record Layout and Coding Specifications (#ch2)
o Exhibit 1 - NDI User Records, Sample Format (#ex1)
o Exhibit 2 - NDI User File Format and Coding Specifications (#ex2)
o Exhibit 3 - Coding Instructions for Names (#ex3)
o Exhibit 4 - State (or Foreign Country) of Residence, Birth and Death (#ex4)
Chapter 3 - Your NDI Results (Coming Soon!)
Chapter 4 - Assessing the NDI Output (Coming Soon!)
Appendix A - A Probabilistic Scoring Approach for Assessing NDI Match Results (Coming Soon!)

If you would like to receive an e-mail attachment containing a draft of the entire User's Guide, please

send an email to ndi@cdc.gov (mailto:ndi@cdc.gov) to request the draft.

Chapter 1
How to Use the National Death Index (NDI): Steps in the Process

1.

2.

Download the NDI Application Form from the NDI website.

Call NDI staff for guidance. If you want to be approved for the NDI Plus service (to obtain cause
of dli:ath codes), also have NDI staff e-mail you the confidentiality forms for Florida and New
York City.

3. E-mail your unsigned NDI Application Form to ndi@cdc.gov (mailto:ndi@cdc.gov) .
4. NDI staff will e-mail your assigned NDI number. NDI staff will call if any revisions are needed.

5. Express mail final, signed NDI A%)p_lication to NCHS. Include si%ned, notarized forms for Florida

10.

and New York City if you are applying for NDI Plus services. Call 301-458-4444 to confirm that
we received your package. Allow approximately two months for your application to be reviewed
and approved.

. Your application will be mailed to a 12-member panel for review and comment. Your Florida and

New York City forms will be forwarded to the appropriate vital statistics offices for approval
along with a copy of your NDI Application Form.

. While your application is being reviewed you can begin preparing your study subjects' records for

submission (on a CD Rom or diskette). Carefully follow the specifications in Chapter 2 of this
User's Guide.

. When your application is approved, you will receive a letter of approval and an NDI Transmittal

Form.

Express mail your file(s) of study subjects' records to NCHS. Include an NDI Transmittal Form
for each file, a Worksheet for Calculating NDI Charges, and your check or purchase order. Call
301-458-4444 to confirm that your package has been received.

NDI staff will express mail your NDI results in about two weeks.
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11.

12.

Assess your results to identify the TRUE matches using your own selection criteria. You also have
the option of purchasing death certificates directly from the state vital statistics offices' for all
true matches or just for those matches you feel are questionable.

If additional NDI searches are needed in the future for the same study or project, first mail
NCHS a signed NDI Repeat R]eﬁ[uest Form. (You will receive a new Repeat Request Form each
time you receive your NDI results.) As soon as you receive a letter approving your repeat request
(usually within 2 weeks), you may submit your new files for an NDI search.

NOTE: Whenever you have questions, please don't hesitate calling 301-458-4444 or e-mail us at
ndi@cdc.gov. When e-mailing, always include your phone number and assigned NDI number.

Chapter 2

Preparing Your Records: Record Layout and Coding Specifications

1.

2.

3.

© ® N o

10.

11.

12.

13.

Records of study subjects must be created in a standard TEXT FILE (flat file) format.

Each record must contain exactly 100 positions.

To be eligible for an NDI search, each record must contain at least one of the following
combinations of data items:

FIRST and LAST NAME and SOCIAL SECURITY NUMBER
FIRST and LAST NAME and MONTH and YEAR OF BIRTH
SOCIAL SECURITY NUMBER and DATE OF BIRTH and SEX

DO NOT USE ANY DELIMITERS SUCH AS TABS OR COMMAS TO SEPARATE THE
DATA ELEMENTS.

. Each data element must be put in its specified positions. See Exhibit 1 (#ex1) for sample user

records in the required record layout.
Refer to Exhibit 2 (#ex2) for the file format and coding specifications for each data element.
Coding instructions for NAMES appear in Exhibit 3 (#ex3) .

State codes appear in Exhibit 4 (#ex4) .

An NDI TRANSMITTAL FORM must accompany each file submitted for an NDI search. A
blank NDI Transmittal Form(s) containing your assigned NDI search numbers will be sent to you
with the letter approving your NDI search.

Only submit your records on a CD-ROM or a standard 3.5 inch diskette. If you put more than one
file on the CD or diskette, it is helpful if you use your assigned NDI numbers in your file names.
Also print your assigned NDI numbers on the outside of your CD or diskette.

You are encouraged to password protect your file(s). If you do, e-mail us your password (see
item 13). The files containing your NDI results will be assigned the same password.

Express mail your files(s), Transmittal Form, fee worksheet, and payment to:

NATIONAL DEATH INDEX
National Center for Health Statistics
3311 Toledo Road, Room 7318
Hyattsville, MD 20782

Phone: 301-458-4444

E-mail ndi@cdc.gov (mailto:ndi@cdc.gov?subject=File Submission Confirmation) to confirm that your
file(s) was received. Include your NDI number and the date the file was sent. If your file(s) is
password protected, include your password(s) in the e-mail.

_26_
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Exhibit 1: NDI User Records, Sample Format

Create in a standard format text file, 100 positions per record, with no tabs, commas or other
delimiters.

1 2 3 4 5 L 7 & 3 0
12345678901 2345678580123456780012345678001 2345678901 23456789012345678901234567890123456785801234567830
BILGERAD EOEBERT D285878210405221361Bi1grad 101112161H4953¢6 120338
Goodier Michells 262702171112318265teinbauer 023212NVCAG2345 122236
AREERTHR Joyce 234445454407041581Brown 035222MDMD53387 100888
ARIZSMONOZ Elizabeth $344854136012115228rias 075221013053387 052879
ARIRS Elizzbeth 3445541360121132228r1as 07522101305338700F1 052873
MONWOZ Elizabeth $3446541360121182228rizs 07522101305338700F2 052873
WASHINGION GECRGE TE5160856304081731WASHINGTON 075121013053253 060183

Positions of NDI Data Items
Select one of the items below for more information on a specific Data Element in a NDI User Record

(1-20) LAST NAME (#1)

(21-35) FIRST NAME (#1)

(36) MIDDLE INITIAL (#1)

(37-45) SOCIAL SECURITY NUMBER (#2)
(46-47) MONTH OF BIRTH (#3)

(48-49) DAY OF BIRTH (#3)

(50-53) YEAR OF BIRTH (#3)

(54-71) FATHER'S SURNAME (#4)

(72) AGE UNIT (at death) (#5)

(73-74) NO. OF AGE UNITS (at death) (#5)
(75) SEX (#6)

(76) RACE (#7)

(77) MARITAL STATUS (#8)

(78-79) STATE OR RESIDENCE (#9)
(80-81) STATE OF BIRTH (#10)

(82-91) CONTROL, ID OR SEQUENCE NUMBER (#11)
(92-97) OPTIONAL USER DATA (#12)
(98-100) BLANK FIELD (#13)

Exhibit 2 - NDI User File Format and Coding Specifications

_27_
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DATA
ELEMENTS POSITION CODE STRUCTURE
1. Name of
Person in the
Study Group
Last Name 1-20 Alpha, left justified
First Name 21-35 Alpha, left justified
Middle Initial 36 Alpha or blank
2. Social 37-45 Numeric or blank
Security
Number
3. Date of Birth
Month 46-47 January 01
February 02
March 03
April 04
May 05
June 06
July 07

L

CODING INSTRUCTIONS

e See EXHIBIT 3 (#ex3) for
instructions for coding surnames,
first names, and middle initials.

e Both LAST name and FIRST name
must be provided or the record will
automatically be rejected unless
the record contains a Social
Security Number, a date of birth
and a sex code. An initial in the
FIRST name field is permitted.

(See minimum NDI eligibility
requirements (#item3) .)

e Must have 9 digits.

o If less than 9 or partial number,
skip the field.

« If more than 9 digits, enter the first
9 digits.

« If two Social Security numbers are
available, create a second
submission record.

« If the number is unknown or not
provided, leave the field blank.

« If SOCIAL SECURITY NUMBER is
not provided, the MONTH and
YEAR OF BIRTH and FIRST AND
LAST NAME must be provided or
the record will automatically be
rejected. (See minimum NDI

eligibility requirements (#item3) .)

« The months of January-September
and the days 1-9 must have leading
ZEros.

o If either MONTH or YEAR of
BIRTH is not provided, the
SOCIAL SECURITY NUMBER and
FIRST AND LAST NAME must be
provided or the record will
automatically be rejected. (See
minimum NDI eligibility
requirements (#item3) .)
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DATA

ELEMENTS POSITION CODE STRUCTURE

Day 48-49

Year 50-53

4. Father's 54-71

Surname

5. Age at Death

Unit 72
73-74

August 08
September 09
October 10
November 11
December 12
Unknown or not blank
stated or 99
01-31 blank

Unknown or or 99
not stated

1850 - 20xx
Blank if unknown

Alpha, left justified or

blank if unknown
Year: less than o)
100
Years: 100 or 1
more
Months 2
Weeks 3
Days 4
Hours 5
Minutes 6
Age unknown  blank
or9g

Enter age 01-99

_29_
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CODING INSTRUCTIONS

 Follow the coding instructions for

'surnames' as specified in
EXHIBIT 3 (#ex3) .

For females the provision of
FATHER?S SURNAME is
encouraged.

For males FATHER'S SURNAME
is necessary only when it differs
from LAST NAME.

Code the ACTUAL age at death if it
is already known. An estimated age
at death may be used only when
deaths for one year are being
searched.

 The 'unit' field identifies the type of

units for which age at death is
measured.

Example: Age 65 years
Unit =0
Number of Units = 65

Example: Age 105 years
Unit=1
Number of units = 05

Example: Age 8 months
Unit = 2
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DATA
ELEMENTS POSITION CODE STRUCTURE CODING INSTRUCTIONS
Age unknown  blank
or99
6. Sex 75 Male 10r
M
Female 20rF
Unknown blank
org
7. Race 76 White 1*  * White (includes Mexican, Puerto
Rican and all Caucasian)
Black 2
) . Indian (includes American, Alaskan,
Indian 3" Canadian, or Mexican Indian, Eskimo,
Chinese 4 and Aleut)
Japanese 5 * Hawaiian (includes part Hawaiian)
Hawaiian g* * Other nonwhite (includes Cajun and
Creole)
Other nonwhite  7*
Filipino 8
Other Asian or o)
Pacific Islander
Unknown, not  blank
stated, or not org
classifiable
8. Marital 77 Never 1*  * Other Entries
Status married/single Annulled 1
: . Separated 2
Married 2" Common law marriage 2
Widowed 3
Divorced 4
Unknown blank
org
9. State of 78-79 ALPHA and/or
Residence NUMERIC codes

L
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DATA
ELEMENTS POSITION CODE STRUCTURE
States 01-51
Puerto Rico 52

Virgin Islands 53

Guam 54
Canada 55
Cuba 56
Mexico 57
Remainder of 59
World
Unknown blank
or 99
10. State of 80-81 (Same code structure as
Birth 'State of Residence'
above)
11. Control or 82-91 Any combination of
Sequence A ALPHA/NUMERIC
Number If no numbers are
(OPTIONAL) assigned, leave this field
BLANK.
12. Optional 92-97 Any combination of
User Data ALPHA/NUMBERIC
If this field is not used,
leave it BLANK
— 31 —
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CODING INSTRUCTIONS

o See EXHIBIT 4 (#ex4) for the

ALPHA and/or NUMERIC codes
which may be used.

This is an OPTIONAL field to assist
NDI users in identifying the
records they submit. Insert control
(or ID) numbers assigned to
persons in the study OR assign
'sequence numbers' based on the
order that records appear on the
file submitted to NCHS.

If duplicate or alias records are
submitted, a flag could be put at
the end of the Control Number
(e.g., D1, D2, DUP1, or DUP2).

NOTE: NCHS will assign a
sequence number whenever this
field is left blank. The computer
output will print the control or
sequence number for each user
record.

This OPTIONAL field may be used
for any additional information on
study subjects. Examples of
possible uses are:
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DATA
ELEMENTS POSITION CODE STRUCTURE CODING INSTRUCTIONS
« Date or year of last contact (e.g.,
011584 or just 1984)

« To flag TEST RECORDS of known
decedents (e.g., D or DEAD).

e Coded information to identify
special subgroups of study subjects

e To flag DUPLICATE or ALIAS
records

e The NDI computer output will
contain whatever the user decides
to include in this field.

13. Blank Field 98-100

Exhibit 3: Coding Instructions for Names

Surnames (last name and father's surname):

1. If the entire surname will not fit in the 20 position field, truncate it.

2. If the surname has a space or apostrophe following a prefix, such as Van Braun, Mac Pherson,
O'Toole, or O'Mally, the NDI edit program will remove the space and the apostrophe between the
prefix and the name.

3. If more than one surname is given, separated by a space or hyphen, type each name in the
surname field. The NDI edit program will remove the space or the hyphen.

4. If a subject's full name appears to contain a MAIDEN name (for example, Jane Karen SMITH-
Lee or Jane SMITH Lee), it is important for the maiden name also to be entered separately in the
FATHER'S SURNAME field to enhance the possibility of a match. Listed below are suggestions
of how user records may be prepared to cover the two different situations:

- Example: Jane Karen SMITH-Lee
Key-First name: JANE
Middle initial: K
Last name: SMITH-LEE
Father's surname: SMITH
o Example: Jane SMITH Lee Key-First name: JANE
Middle initial: S
Last name: LEE
Father's surname: SMITH

5. If more than one surname is given and you are uncertain as to which surname to put in the last
name field, you should consiger the merits of creating a duplicate or alias record(s), one record
for each surname. This may enhance the effectiveness of the NDI file search, especially for
records without Social Security numbers. You may want to flag such duplicate records by
inserting codes of your own choosing in either the control number field (positions 82-91) or the
optional user data field (positions 92-977). NOTE: You are not charged for duplicate or alias
records; however, please report them on your NDI Transmittal Form.

6. Suffixes or generational identifiers such as II, III, Jr., or Sr. will be removed by the NDI edit
program.

7. For names such as Sister Mary Lawrence, enter LAWRENCE as the last name, SISTER MARY as
the first name, and a BLANK for middle initial.

_32_
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First names and middle initials:

1. If the entire first name will not fit in the field, truncate it.

2. If two first names and a middle name are given, type both first given names (with or without a
space between each name) in the first name field and type the middle initial in the middle initial
field (truncate).

o Example: MARY ANN LOUISE Jones
Key-First name: MARY ANN
Middle initial: L
o Example: MARY ANN Jones
(Treat)AN N as the middle name unless your records Indicate that ANN is part of the first
name.
Key-First name: MARY
Middle initial: A
3. If a person (a) goes by two distinctly different first names, (b) has a first name and a nick name,
or (c) uses the shortened form of a Eresumed legal name (for example, Bob for Robert, Liz for
Elizabeth, Ben for Benjamin) you should consider the merits of creating duplicate or alias record
(s), one record for each first name. This may enhance the matching effectiveness of the NDI file
search, especially for records without Social Security numbers. You may want to flag such
duplicate records by inserting codes of your own choosing in either the control number field
(positions 82-91) or the optional user data field (positions 92-97). NOTE: You are not charged
for duplicate or alias records; however, please report them on your NDI Transmittal Form.
4. If entries have a first initial and a middle name, enter an initial for the first name and an initial
for middle name.
5. If entries have multiple middle names or initials enter only the first initial (for example, Robert
M.L. Jones: type 'M' as the middle initial and drop the 'L".
6. For infant deaths, names such as 'Baby Girl' Jones should be entered as Baby Girl for first name
and Jones for last name.

Exhibit 4: State (or Foreign Country) of Residence, Birth and Death

State Alpha Code Numeric Code
Alabama AL o1
Alaska AK 02
Arizona AZ 03
Arkansas AR 04
California CA 05
Colorado CO 06
Connecticut CT 07
Delaware DE 08
District of Columbia DC 09
Florida FL 10
Georgia GA 11
Hawaii HI 12

_ 33—

— |



1

Data Access - National Death Index - Users Guide

State
Idaho
linois
Indiana
Iowa
Kansas
Kentucky
Louisiana
Maine
Maryland
Massachusetts
Michigan
Minnesota
Mississippi
Missouri
Montana
Nebraska
Nevada
New Hampshire
New Jersey
New Mexico
New York
North Carolina
North Dakota
Ohio
Oklahoma
Oregon
Pennsylvania
Rhode Island
South Carolina
South Dakota
Tennessee
Texas

Utah

Alpha Code Numeric Code

ID
IL
IN

=SEdgs

MD

MI
MN
MS
MO
MT
NE

NH
NJ
NM

NC
ND
OH
OK

S92 8825%¢8

13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
_ 34—
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State Alpha Code Numeric Code
Vermont VT 46
Virginia VA 47

Washington WA 48
West Virginia wv 49
Wisconsin WI 50
Wyoming WY 51
Puerto Rico PR 52
Virgin Islands VI 53

Guam GU 54
Canada CN 55

Cuba CU 56

Mexico MX 57
Remainder of World RW 59
Unknown 99

Page last updated: June 30, 2009
Page last reviewed: June 30, 2009

Content source: CDC/National Center for Health Statistics

Page maintained by: Office of Information Services

Centers for Disease Control and Prevention 1600 Clifton Rd. Atlanta, GA 30333, USA A /
800-CDC-INFO (800-232-4636) TTY: (888) 232-6348, 24 Hours/Every Day - ] ~
aliniogodsay USA.gov. &
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Matching Criteria
The NDI Retrieval Program is used to search the NDI file to determine
whether a particular NDI death record qualifies as a possible record maitch
with a particular user record. To qualify as a possible match, both records
must satisfy at least one of the 7 conditions or matching criteria listed
below. The specified data items must agree on both records.

1. Social Security number. S. Exact month and day of birth, first
and middle initials, lIast name,

2. Exact month and 1 year of birth,
first and last name. 6. Exact month and year of birth,
first name, father’s surname.

3. Exact month and 1 yesir of birth,
first and middle initials, last name. 7. If the subject is female: exact month
and year of birth, first name, last

> h »
4. Exact month and day of birth, first ;‘:,?;gg: %&]s){e;ceocl;}(:')d;l.nd father's

and last name.

NOTE: All matches on kast name and father’s surname are performed on the basis of either exact spefling
or NYSIIS Phonetic Codes (New York State ldentification and Inteiligence System).

For more information on the National Death Index, contact:

Robert Bilgrad, M.A., M.PH,
Special Assistant to the Director
Division of Vital Statistics
National Center for Health Statistics
3311 Toledo Road, Room 7318
Hyattsville, Maryland 20782
(301) 458-4444
ndi@cdc.gov

www.cde.gov/nchs/r&d/ndi/ndi.htm

& Ry U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
—/ Centers for Disease Conirol and Prevention
C National Center for Health Statistics

_36_

L

prepmaygy,
’ Vr
(DC

SAFER°*HEALTHIER PEOPLE"




BF S

839110
Yivad
H3asn

£40S¥

Pa0I2.L 43511 Y3 U0 402k Y1 UDY]
$53] SADIK d4rf S1 P02t [(IN 24} U0 0ok yrug

D401 1251 2y U0 ADIL Y2 UDY]
24011 102d 2UO S1 PA0224 [(IN 2Y1 U0 1Dk yrag

i a|ppr
UO Yoypul U S Pajpad) S1 20UaLINI20 SIY |

(y0/v) 212070

"PA0224 [(IN U0 JWDU SOIY =V
= £0- *p4022.L JIN U0 uonvuLioful yuapfnsuy = ;

‘payduiarp 10U spa UoSLIDALUIOD :SIIN'T 10
= 10+ ‘Yoapul J0uU PIp SUSIP o4f10ads INSS 105
uasn Aq papraoad jou won T = -

YIDUL JOU PIP WA DIVP [(IN PUD Wdjl vIVP 13S[) = yung

PA0I2L 4DY P12 U0 Papiaod Jou SppRIul APPIN =

p0o ‘Appovxa

52 oF 1 ] {7 DIOP 43S} = X

onauoyd SITSAN U0 AJuo payoput SauDN = N PoHpIDUL Uil DIDP IAN pub won piop 435(1 = X
0228 J(IN U0 Swiagl yrim djovxa

“payyvw dwu 3543 Jo oyt 3saf quo =1 PAYIIDUL PAOIBL 4IST UO Paplaodd Swapl [Ty =

‘ajqe} ey} ulym pesn sjoquiAs
y1q fo 1§ = gOS SIDIS [DILDI = S

ouapIsaL o 2IIS = JOS PA0DDL [N UO dUIDILINS

50- X
X Lo+ X
¥ Lo+ X
X X X X X
408 HOS Iovd XAS =DV HA AQ OW

3lvd Hldig

VY1 vd - E] - 86l 0L 21
408 HOS & A0V X388 3OV dA AQd OW
ALvad Hidig

ON T04LNOS ON TddV 1aN

S 1aynf 01 paindiiod PaodaLs 19 uo AUDU ISV = SIINT
‘suoneirelqqe buipeay uwinjoD

£6-12-€0 120869 YNVIANL

N

X 08-20-L0 voeler v YNVISINOT
- X 08-£0-20 voeLey YNVISINOT

X

1

§8-10-20 860198 VINYATASNNAG .

ON 038 0S84  JIWYNAENS W 4 HLY3a 40  «3galnnN HLYAQ 40
/N7 SddHLVH AWYN 3Lvd 1430 3JLvis

(Y3aY0 ADINVE ND - STHOLYIN GHO0TY IAN F19ISSOd

X = XXX =

£6¥9LSPLL - SANVH YNIO3H
ON 038 008 AWYNENS SEIHLYAH AWYN LNIA3230 319ISSOd

(r = SIHOLVYW ITEISSOd)  QHOOIY 1S3ANDIY HASN

.wﬂiouoh mﬂz MSQ.* mﬁ;} wﬁmﬁuuﬁs 1.—000& I9sn a0 w?Oﬂw JQFTS ﬁo&um —.@r@E@M e Jo @~QE&N® Mdumumvfo&nﬁ L .3G—Qnm Twuﬁomo.mﬁm
.ﬁ@uﬁhm—.—@m St ﬁomv.m —d>®wﬂ®m (N ® gmmu.uQumu ION AIOW IG U0 J‘u;\m w@&o‘.—@s ﬁ.mnvow& Josn e h@b@ﬁ@g

“podax ojeredas ¢ Ul SOPOD YILAP JO 9sTLD SIST] 9IAIAS SU]J [(IN YL ©1ON

to%m [eASLIY

XIPUJ YA [VUOUDN]

_37_




EH 6

FORM APPROVED
OMB No. 0920-0215
Approval Expires 12/31/2010

NATIONAL DEATH INDEX
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attempting to complete this form.

sy Department of Health and Human Services
5 / Centers for Disease Control and Prevention
3 C National Center for Health Statistics

’ CDC/NCHS-6205-1
(Rev. 08/2009)
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NDI APPLICATION FORM INSTRUCTIONS

1. Use of the NDI is restricted to statistical purposes in medical and health research. The NDI may not be used as a basis for legal,
administrative, or other actions which may directly affect particular individuals or establishments as a result of their specific
identification in a given study or project. If you are in doubt as to whether your application will be approved, please phone us.

2. Confidentiality Agreement signatures — To expedite the review of your application, you may e-mail your completed application
form before you obtain all the required signatures on the Confidentiality Agreement and/or Supplemental Confidentiality
Agreement pages. (Unsigned forms must at least have the name, title, and the organization of the person that will be signing.)
Once we receive your application form, we will send you your assigned NDI application number. Use your NDI number when
mailing us your original, signed forms or any additional documentation.

3. IMPORTANT -- The electronic version of the NDI Application Form contains boxes for all your responses. Please note that your
responses need not be limited to the space provided in each box. Text size will adjust automatically.

4. A separate NDI application form must be submitted for each study or project.

S. New applications -- All new NDI applications are reviewed by a group of NDI advisors. Please allow 3 months for your

application to be approved. Do not submit your records for an NDI search until after you have been notified that your application
has been approved and you receive an NDI Transmittal Form to accompany your diskette or CD-ROM.

6. Repeat requests -- You can usually make future submissions for the same study or project without having to submit a new NDI
application form. All future requests should be made using a one-page form entitled NDI Repeat Request Form. (You will receive
this form along with the results of each search.) If nothing in your initial, approved application has changed, you will be notified
in about 2 weeks that your repeat request has been approved.

7. Please call or e-mail us if you have questions. Mail or e-mail your NDI application form to:

NATIONAL DEATH INDEX
National Center for Health Statistics
3311 Toledo Road, Room 7318
Hyattsville, Maryland 20782
301-458-4444

ndi@cdc.gov

The collection of the information requested in this application form is authorized by Section 306 of the Public Health Service Act (42
U.S.C. 242k). The principal purpose of the information requested in this form is to approve requests for the use of the National Death
Index (NDI) based on a determination of (1) whether the proposed uses of the NDI conform with the criteria agreed upon between the
National Center for Health Statistics and the state vital statistics offices and (2) whether the NDI user will be able to submit data on
persons in his or her study in a manner which meets NCHS technical specifications. The form is also used to obtain assurances from the
NDI user that the information obtained from NCHS will be kept confidential and will only be used for the study or project proposed by the
user. Copies of the completed application form will be sent to the advisers for the NDI program and the state vital statistics offices. A
completed application form must be submitted to NCHS in order for individuals or organizations to receive the NDI services: Provision of
the requested information is voluntary; however, failure to supply all information may delay or prevent action on your application. The
following information on each approved NDI user will be made available to the public: the project director’s name, organization and
address and the title of the study or project. The remainder of the information provided in the application form will be kept confidential.
Voluntary disclosure of information, after being informed of the routine uses and disclosures described above, is an acknowledgment of
consent to such uses and disclosures.

Public reporting burden of this collection of information is estimated to average 2.5 hours 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. An agency may not conduct or sponsor, and a person is not required to respond to a collection of information unless it
displays a currently valid OMB control number. Send comments regarding this burden estimate or any other aspect of this collection of
information, including suggestions for reducing this burden to CDC/ATSDR Reports Clearance Officer; 1600 Clifton Road, MS D-24,
Atlanta, GA 30333, ATTN: PRA (0920-0215).
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Assigned NDI Application Number
Public Health Service

Centers for Disease Control and Prevention
National Center for Health Statistics

NATIONAL DEATH INDEX APPLICATION FORM

1. Title of Study
or Project

2. Individual and Organization Requesting Use of the NDI

Principal Investigator
or Project Director:
Title:

Organization:

Complete mailing address:
(include street address, room
number, city, state, and zip code)

Phone no.: I I Fax no.: E-mail:

Who should be contacted if more information is needed?: | |

Phone no.: l | Fax no.: l | E-mail: I I

3. Co-Principal Investigators (if any): If there are no Co-PI’s, type “None”. (Co-PI’s employed by the above organization must
countersign the Confidentiality Agreement at the end of this application form. Co-PI’s in other organizations must complete and sign the
Supplemental Confidentiality Agreement.)

Name (s) Organization(s) Phone number(s)
Estimated number of
4. Type of NDI Search Requested records to be submitted
Routine NDI file search only May include KNOWN decedents for a routine search
NDI Plus coded causes of death Status of study subjects UNKNOWN
NDI Plus coded causes of death A separate file of KNOWN decedents




1

5. External Funding Sources (If none, type “Internal funding only.”)
List the names of all OTHER organizations providing funding for this project and indicate the type of support provided; i.e., grant,

contract, cooperative agreement, interagency agreement, other (specify). (NOTE: Except for a Federal grant, each sponsor must
complete and sign an NDI Supplemental Confidentiality Agreement at the end of this application form.)

Names of Organization(s) Type of Funding Support

6. Data sources

List all organizations (including your own) which have collected (or will be collecting) data on the study subjects. Under each organization
listed, describe the types of data collected. If any of the external organizations listed will be receiving identifying or identifiable death

record information, they must also be listed in item 7 below.
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7. EXTERNAL organizations (other than the NDI applicant’s organization) receiving IDENTIFYING or
IDENTIFIABLE death record information. (If there are no such extemal parties, type “None.”)

(By “identifying or identifiable death record information” we mean any information on death certificates, other paper documents, or in
computer files which by themselves, or if linked with other records, would permit the identification of one or more individuals or

establishments.)

List the names of all EXTERNAL parties (organizations or outside consultants) who will obtain identifying or identifiable death record
information from the NDI, from state vital statistics offices and/or from death record followback investigations. Include administrative
relationships such as consultants, outside nosologists, contractors, subcontractors, sponsoring or participating agencies or organizations,
and other major divisions or departments in your organization. If applicable, REPEAT some or all of the organizations listed in Items 5
and 6 above. (Note: Each organization listed in item 7 must complete and sign a Supplemental Confidentiality Agreement at the
end of this application form.)

IMPORTANT: Under each organization (or consultant) listed below, specify that organization’s role and what project activities will be
performed. Also specify (1) what identifying or identifiable information death record information will be received, (2) in what form it
will be received (e.g., death certificates or computer files), and (3) how the information will “flow” from one organization to another.

Names of Organizations or Individuals* Administrative Relationship (consultant, contractor, etc.)

*NOTE: A “National Death Index Supplemental Confidentiality Agreement” (see end of application form) must be completed by, or on
behalf of, each organization (or individual) listed in ifems 5 and 7 above and must be signed by responsible officials of that organization.
This requirement is waived only for a FEDERAL GRANT listed in item 5 and then only when the NDI applicant gives assurances that
identifying information obtained directly or indirectly from the NDI will not be provided to the granting agency.
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8. Summary of Study Protocol or Project Activities:

In responding to the following questions, please provide sufficient detail to describe your study or project and how data obtained via the
NDI data will be used. Do not limit your responses to the space provided. The boxes will expand if more space is needed. (You should not
attach your complete study protocol or a detailed description of your project.)

8.a. Registries -- It is understood that some users of the NDI are only indirectly involved in research or statistical activities, such as
preparing and maintaining data files for disease or non-disease registries (e.g., cancer registries or occupational exposure registries).

Will the information obtained via the NDI be included in a disease or non-disease registry? D Yes I:I No

All applicants must complete items 8.b and 8.c. If your application involves a registry, be sure also to include the following information in
item 8.b. below: (1) the date the registry was founded, (2) the purpose of the registry, and (3) the eligibility criteria for including persons
in the registry. A registry should also refer to Attachment A at the end of this application form for additional information to be
included in item 8.c. below.

8.b. Purpose of study or project -- Describe the health or medical problem(s) addressed by your study or project. Include some
background information to support why the study or project is being done. What are the primary objectives? If appropriate, include a
description of hypotheses to be tested.
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8.c. Study protocol or project activities -- Summarize the study protocol or project activities. Conclude your summary by describing how
data obtained from the NDI, state death certificates, and death record “followback” investigations will be used. More information about
death record followback investigations is requested in item 9. NOTE: Registries should also refer to Aftachment A at the end of this
application form for additional information to be included in the response to item 8.c.)
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9. Death Record Followback Investigations

9.a. Will this study or project require “followback” investigations to obtain additional information from individuals or establishments
mentioned on death records?

D Yes DNO

9.b. If yes, what type of respondents will be contacted? Check all that apply.
D Decedent’s next-of-kin

D Physicians

I:I Hospitals

I:] Other individuals or establishments mentioned on death record

9.c. What information will be obtained from EACH type of respondent?:

9.d. Name the organization(s) or consultant(s) who will be contacting EACH type of respondent:

9.e. Methods to be used in conducting followback investigations, including how EACH type of contact will be made:
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10. Institutional Review Board (IRB) for the Protection of Human Subjects
(as defined by the U.S. Department of Health and Human Services in the Code of Federal Regulations, Title 45, Part 46):

Evidence of a current Institutional Review Board (IRB) approval is REQUIRED for all NDI applications. However, if this study or
project involves death record “followback” investigations as described in item 9 above, a special letter from the IRB is

REQUIRED (as explained in Aftachment B at the end of the application form).
10.a. Has this study or project been reviewed and approved by an IRB? |:| Yes I:'No

10.b. If Yes, attach a copy of the IRB approval and provide the following:

Name of the IRB:

IRB’s Multiple Project Assurance QMPA) number or Federalwide Assurance (FWA) number:

Date of the IRB’s approval:

10.c. If the study or project DOES NOT have an IRB approval, please indicate the reason and attach a notice from an IRB indicating
that the study is EXEMPT. [NOTE: If death record “followback” investigations will be performed as described in item 9 above, an
explanation of why your organization does not require an IRB approval for such a study or project is not acceptable. If your organization
does not have an Institutional Review Board (which has been approved by the Office for Human Research Protections, Department of
Health and Human Services), you may have the study reviewed by an approved IRB in another organization.]

11. Obtaining State Death Certificates

11.a. Based on the results of the NDI file search(es), will copies of
death certificates be requested from state vital statistics offices? |:| Yes |:|No

11.b. If you plan to request death certificates, what specific items of death certificate information do you expect to use in your analyses
and/or to verify questionable matches?
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12. Maintaining the Confidentiality of Identifying (or Identifiable) Information
12.a. Name the organization(s), including your own, which will:

(1) submit records of study subjects for the NDI file search(es):

(2) receive directly the results of the search:

(3) request copies of death certificates from the state vital statistics offices:

12.b. Describe how your organization will store and maintain the confidentiality of the identifying or identifiable death record
information obtained from (1) the NDI, (2) state death records, and (3) death record followback investigations. (By “identifying or
identifiable death record information” we mean any information on death certificates, other paper documents, or in computer files which
by themselves, or if linked with other records, would permit the identification of one or more individuals or establishments.)

[NOTE: Be specific about how both hard copy and computer records will be stored and protected by your organization. For example,
what precautions will be taken to ensure that copies of death certificates and other identifying information obtained via the NDI will only
be used for the study or project described in this application? Will the identifying information be kept separate from your organizations
medical, personnel, or other types of administrative records which may be accessible for purposes other than described in this
application? Will separate computer files be used to segregate identifying information from other analytical data maintained on your
study subjects? How will access to identifying information be restricted? ]
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13. Data Disposition Plan

Some State vital statistics offices have expressed concern about indefinite retention of “identifying or identifiable death record
information” that could be used in the future by other persons for other purposes.

[Definition of “identifying or identifiable death record information” -- Any information on death certificates, other paper
documents, or in computer files which by itself, or if linked with other records, would permit the identification of one or more
individuals or establishments. Furthermore, by identifying or identifiable data we mean such items as name(s), Social Security
Number, exact dates, addresses, and death certificate number. Even with the removal of direct identifiers and linkable study
subject identification numbers, there is still a special concern that some combinations of the remaining variables could
potentially be used to identify an individual.]

Except for data stored in bona fide registries, all identifying or identifiable data received from the NDI must be removed from all
research records at the conclusion of the study or within 5 years after receipt of the NDI data -- regardless of the data set in which the
data are kept. This means that all identifiers or potentially identifiable data elements associated with cause of death codes must be
removed from all analysis files unless there is no way to identify an individual decedent. This also means that any linked files (with
crosswalks) are to be destroyed. (Note: Death certificates obtained directly from state offices may have to be shredded in less than 5
years depending on each state’s requirements.)

While the NDI staff recognizes that some research studies can remain active for several years, each study is viewed to have a limited
duration. At the completion of the study ALL identifying or identifiable information that came from the NDI match must be destroyed,
regardless of storage medium, unless no possible link could be made to an individual. Note: As long as there are no identifiers or
linkage variables remaining in the analytic or public-use file(s), cause(s) of death codes may remain in such file(s).

1. Based on the above requirements, when do you plan to dispose of all identifying or identifiable death record information you

obtained from the NDI? (Give the proposed month and year of destruction — or state UNKNOWN if this is an open-ended or
ongoing study that has no specific disposition plan at this time.)

MM/YYYY

2. Only complete items 2.a. and 2.b. if the above date is UNKNOWN or if the date is more than 5 years after the month and year that
you submitted this NDI Application Form.

a. Please provide a strong justification of why the data need to be retained beyond this 5-year period.

b. Itis to be understood that within 5 years of submitting your NDI Application Form you are responsible for (1) letting NDI
staff know why the data are still needed and (2) requesting an extension for the retention of identifiable NDI data. This request
is to be submitted to NDI staff within 5 years — no later than the month and year you state in the box below.

MM/YYYY
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14. Completion of Study or Project

14.a. Indicate the scheduled termination date for the study, or whether the study is on going or open-ended.

14.b. In what form and to whom will the results of your study or activities be released?

14.c. Will study subjects be notified of study results? []ves [ INo

If yes, how will the subjects be notified?

15. Other Uses of the Data

15.a. Will any of the identifying information (obtained from the NDI, from the state vital statistics offices, and/or from death record
followback investigations) be used as a basis for legal, administrative, or other actions which may directly affect particular individuals or
establishments as a result of their specific identification in this project?

|:| Yes [:l No D Maybe

If Yes or Maybe, please explain:

15.b. Will the identifying information (obtained from the NDI, from the state vital statistics offices, and/or from death recordfollowback
investigations) be used either directly or indirectly for any study or project other than the one described in “Summary of Study Protocol or
Project Activities? (See item 8 above.)

D Yes D No E] Maybe

If Yes or Maybe, briefly describe the other purpose(s) for which the data will be used. NOTE: A separate application form must be
submitted for each study or project which will be using identifying information obtained via the NDI.)
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16. Types of Data To Be Submitted to NCHS

16.a. Each record which you submit will be searched against records in the NDI file ONLY if your record contains at least one of the
following combinations of data items: (Check all that apply.)

D First and last name and month and year of birth

D First and last name and Social Security Number

D Social Security Number, month, day and year of birth, and sex

16.b. Which of the following NDI data set items will you be able to provide for the records you submit? You are encouraged to provide as

many of these data items as possible. This will maximize the number of true matches that are generated and will assist you in assessing the
quality of the matches that occur.

On approximately what
percent of your records?

1. First name [:]%

2. Middle name |:I%

3. Last name l:l%

4. Father’s surname |:|%

5. Social Security Number (SSN) [

6. Month of birth [ o

7. Day of birth [ w

8. Year of birth [:l%

9. Sex [
10. Race I:l%

11. Marital status |:|%
12. State of residence’ |:I%
13. State of birth [ ]w
14. Age at death (if known)? |:]%
15. State of death’ |:|%
16. Date or year of death’ |:|%
17. Date or year of last contact® I:I%

! This item refers to the last known state of residence. The item is useful in assessing the matching results.
2 For users submitting records for KNOWN decedents, these items are useful in assessing the matching results.

3 For users submitting records for subjects whose vital status is UNKNOWN and for whom different years of death need to be searched,
providing the date or year of last contact is useful in assessing the matching results.
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NATIONAL DEATH INDEX CONFIDENTIALITY AGREEMENT
Study or Project Title:

The undersigned hereby agrees to the following terms and conditions associated with this National Death Index (NDI) application and to
the use of the information obtained from (1) the NDI, (2) from State death records, and (3) from death record followback investigations:

A. Except for persons or organizations specified in the approved NDI application form, no data will be published or released in any form
to any party if a particular individual or establishment is identifiable. ALL REQUESTS FOR IDENTIFIABLE DATA
OBTAINED VIA THE NDI WILL BE REFERRED IMMEDIATELY TO NCHS. In accordance with Section 308(d) of the
Public Health Service Act, such identifiable data will specifically not be provided in response to a direct order from an official of any
government agency, the Administration or Congress, nor in response to an order from a court of justice.

B. The identifying information will be used ONLY for statistical purposes in medical and health research.

C. The identifying information will not be used as a basis for legal, administrative, or other actions which may directly affect those
particular individuals or establishments as a result of their specific identification in this project.

D. The identifying information will be used only for the study or project proposed and the purpose described in the approved NDI
application form. Use of the information for a research project other than the one described in the application form will not be
undertaken until after a separate NDI application form for that project has been submitted to, and approved by, the National Center for
Health Statistics.

E. NCHS obtains death record information via contracts with the state vital statistics offices. These contracts contain specific restrictions
on the use of the information by the NDI and by the NDI Plus service (which gives NDI users cause of death codes). By providing
NCHS with these assurances, I understand that I am also providing the same assurances to the state vital statistics offices. Violation of
the terms of this agreement may result in my and/or my organization’s being denied (1) future use of the NDI and/or (2) copies of
death certificates or other identifying death record information from the state vital statistics offices.

F. Iunderstand that while state vital statistics offices may receive copies of this application, states may require additional information
and/or assurances before responding to requests for copies of death certificates or for death record information. Some states may not
be able to honor certain requests because of the proposed uses of the state data. Furthermore, once data from a particular state are
received, I understand that users of the data are subject to that state’s laws and regulations relating to disclosure of information on
individuals or establishments.

G. Ihave reviewed this NDI application. All the statements made in this application and in any confidentiality assurances related to this
application are true, complete, and correct to the best of my knowledge and belief.

* NOTE: The “official authorized to execute agreements” will vary among organizations. Whenever possible, the NDI prefers that this
official be someone at a higher level of authority than the principal investigator or other persons responsible for the study or project; for
example, a university official authorized to sign grant proposals, a company vice president, a government division or bureau director. By
signing this agreement as the authorized official, you are declaring that you have the authority to make the above assurances on behalf of
the university, company, agency or other organization and to bind the organization to the terms of this agreement and you take
responsibility for the confidentiality assurances of all organizations or individuals who are participating in this study.

SIGNATURE of principal investigator, project director, *SIGNATURE of “official authorized to execute agreements”.
project officer, or other responsible official.

b'ymf,m Date b?mafmz Date
| | |

Name (Please type or print) Name (Please type or print)
Title Title
Organization Organization
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NATIONAL DEATH INDEX SUPPLEMENTAL CONFIDENTIALITY AGREEMENT

A separate Supplemental Confidentiality Agreement must be completed and signed by each EXTERNAL organization or consultant
funding or participating in this study, as listed in items 5 and 7 of the NDI Application Form. Co-principal investigators listed in item 3
and employed in external organizations must also sign this Supplemental Confidentiality Agreement. The Supplemental Confidentiality
Agreement(s) must then be submitted as an attachment to the Application Form. THIS REQUIREMENT IS WAIVED ONLY FOR A
FEDERAL GRANT, AND THEN ONLY WHEN THE NDI APPLICANT (GRANTEE) CAN GIVE ASSURANCES THAT THE
IDENTIFYING INFORMATION OBTAINED DIRECTLY OR INDIRECTLY FROM THE NDI WILL UNDER NO
CIRCUMSTANCES BE PROVIDED TO THE GRANTOR.

Name and title of person responsible
for project activities:

Organization name and complete
mailing address:

Telephone Number: E-mail :

1. Will this organization (or individual) receive any of the identifying or identifiable death record information obtained from the NDI,
state death records, and/or death record follow back investigations? (By “identifying or identifiable death record information” we mean
any information on death certificates, other paper documents, or in computer files which by themselves, or if linked with other records,
would permit the identification of one or more individuals or establishments.)

[:] Yes I:l No D Maybe

2. Does this organization (or individual) have any contractual or other rights to the identifying information referred to above?

I::l Yes |:| No |:| Maybe

3. If YES or MAYBE to either questions 1 or 2, describe below how your organization will store and maintain the confidentiality of the
identifying or identifiable information obtained from (1) the NDI, (2) state death records, and (3) death record follow back investigations.
How and when will your organization dispose of each of these types of identifying information? If your organization has no plans to
dispose of some or all of the identifying or identifiable information, please explain why.

NOTE: Be specific about how both hard copy and computer records will be stored and protected by the organization (or individual)
specified above. For example, what precautions will be taken to ensure that copies of death certificates and other identifiable information
obtained via the NDI will only be used for the study or project described in this application? Will the identifiable information be kept
separate from your organization’s medical records or other types of administrative records which may be accessible for purposes other
than described in this application? Will separate computer files be used to segregate identifiable information from other data on the study
subjects? How will access to identifiable information be restricted? (Box below will expand if you need more space.)

For your information, some state vital statistics offices have expressed concern about the indefinite retention of death certificates which
could be used inadvertently in the future by other persons for other purposes. If you feel that the death certificates and other identifiable
information must be retained indefinitely, please provide a strong justification here and indicate what precautions will be taken to ensure
that the information is not used inadvertently in the future for other purposes. Please note, however, that when you request certificates
from the individual state offices, you will have to conform with each state’s data release policies or negotiate special arrangements.
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National Death Index Supplemental Confidentiality Agreement (continued)
Study or Project Title:

The undersigned hereby agrees to the following terms and conditions associated with this National Death Index (NDI) application and to
the use of the information obtained from (1) the NDI, (2) from State death records, and (3) from death record followback investigations:

A. Except for persons or organizations specified in the approved NDI application form, no data will be published or released in any form
to any party if a particular individual or establishment is identifiable. ALL, REQUESTS FOR IDENTIFIABLE DATA
OBTAINED VIA THE NDI WILL BE REFERRED IMMEDIATELY TO NCHS. In accordance with Section 308(d) of the
Public Health Service Act, such identifiable data will specifically not be provided in response to a direct order from an official of any
government agency, the Administration or Congress, nor in response to an order from a court of justice.

B. The identifying information will be used ONLY for statistical purposes in medical and health research.

C. The identifying information will not be used as a basis for legal, administrative, or other actions which may directly affect those
particular individuals or establishments as a result of their specific identification in this project.

D. The identifying information will be used only for the study or project proposed and the purpose described in the approved NDI
application form. Use of the information for a research project other than the one described in the application form will not be
undertaken until after a separate NDI application form for that project has been submitted to, and approved by, the National Center for
Health Statistics.

E. NCHS obtains death record information via contracts with the state vital statistics offices. These contracts contain specific restrictions
on the use of the information by the NDI and by the NDI Plus service (which gives NDI users cause of death codes). By providing
NCHS with these assurances, I understand that I am also providing the same assurances to the state vital statistics offices. Violation of
the terms of this agreement may result in my and/or my organization’s being denied (1) future use of the NDI and/or (2) copies of
death certificates or other identifying death record information from the state vital statistics offices.

F. Iunderstand that while state vital statistics offices may receive copies of this application, states may require additional information
and/or assurances before responding to requests for copies of death certificates or for death record information. Some states may not
be able to honor certain requests because of the proposed uses of the state data. Furthermore, once data from a particular state are
received, I understand that users of the data are subject to that state’s laws and regulations relating to disclosure of information on
individuals or establishments.

G. Ihave reviewed this NDI application. All the statements made in this application and in any confidentiality assurances related to this
application are true, complete, and correct to the best of my knowledge and belief.

* NOTE: The “official authorized to execute agreements™ will vary among organizations. Whenever possible, the NDI prefers that this
official be someone at a higher level of authority than the principal investigator or other persons responsible for the study or project; for
example, a university official authorized to sign grant proposals, a company vice president, a government division or bureau director. By
signing this agreement as the authorized official, you are declaring that you have the authority to make the above assurances on behalf
of the university, company, agency or other organization and to bind the organization to the terms of this agreement and you take
responsibility for the confidentiality assurances of all organizations or individuals who are participating in this study.

SIGNATURE of principal investigator, project director, *SIGNATURE of “official authorized to execute agreements”.
project officer, or other responsible official.

b’g/rmﬁm Date ’&?’Mj‘w’ Date
| . |

Name (Please type or print) Name (Please type or print)
Title Title
Organization Organization
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February 7, 2007 ATTACHMENT A

DISEASE AND NON-DISEASE REGISTRIES:
ADDITIONAL INFORMATION REQUIRED FOR THE NDI APPLICATION FORM

In addition to the information requested of all NDI applicants, the NDI Application Form submitted for
both disease and non-disease registries must also include the following information in item 8.¢ of the
Application:

1.

Provide brief descriptions of examples of specific studies which are now being performed or
planned. After describing such studies, the applicant should state the following:

“Should there be any significant deviations from such studies, we fully understand that an
amended NDI application must first be submitted to and approved by NCHS.”

(The purpose of the above requirements is to provide evidence that the organization in fact will
be using the registry mortality data base solely for "statistical purposes in medical and health
research.")

If the applicant indicates that no death record follow-back investigations will be implemented, the
applicant must make the following statement:

“Should follow-back investigations become necessary, and involve death records obtained via the
NDI, it is understood that first we must (1) submit an amended Application Form describing the
follow-back investigations, (2) obtain and submit an approval from an Institutional Review Board
for the Protection of Human Subjects, and (3) wait for the amended application to be reviewed by
the NDI advisers and approved by the NCHS Director. Furthermore, before follow-back
investigations are initiated, it is understood that we will also obtain approvals from the states from
which death records had been obtained.”

A specific statement that all hard-copy death record information obtained via the NDI, including
copies of death certificates, will be flagged and stored separately from any administrative records
or from statistical records that could be used in the future for purposes not described in the
application. Computer records containing death record information obtained via the NDI shall also
be flagged so that they will not be used in the future for purposes not described in the application.
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February 7, 2007 Attachment B

NATIONAL DEATH INDEX (NDI) REQUIREMENTS FOR APPROVAL BY AN
INSTITUTIONAL REVIEW BOARD (IRB) FOR THE PROTECTION OF HUMAN SUBJECTS

General NDI Requirements for IRB Approvals:

1.

The IRB approval be granted by (a) an institution which has a Multiple Project Assurances (MPA) or a
Federal Wide Assurance (FWA) approved by the Department of Health and Human Services (DHHS)
or (b) by an independent IRB registered with DHHS.

If the NDI applicant’s institution has an institutional review board (or its equivalent) that is not
approved by DHHS, the applicant must submit additional documentation describing the IRB and
listing how its membership is constituted.

An “expedited” IRB review and approval is acceptable if performed by an institution having an MPA
and if the research meets the conditions for “expedited” IRB review described in 45 CFR 46.110(a) or

(b).

If an applicant’s study or project does not require an IRB approval, the applicant must at least submit
documentation from an IRB that the study or project is EXEMPT from the IRB approval requirements.

The review and approval by an IRB must occur prior to the approval of the NDI application.

Specific NDI Requirements for Studies Involving
Death Record Follow-back investigations:

1.

3.

The applicant must obtain a letter from the IRB indicating specifically that the study’s death record
follow-back methodology has been reviewed and approved and that the review of the study also
included an assessment of any potential emotional harm and undue respondent burden which may
be caused by the proposed follow-back activities. (Of concern are any contacts made to next-of-kin,
physicians, hospitals or other establishments based on information appearing on death certificates
obtained via use of the NDI.)

The letter must include language similar to the following statement (but tailored specifically to the
study which was reviewed):

"We have reviewed this study in conjunction with your application to use the NDI. We are
satisfied that the procedure to be used to obtain additional information on deceased study
subjects (from next-of-kin, physicians, hospitals and/or others) provide appropriate
protection to the respondents with respect to minimizing respondent burden, maintaining
confidentiality, protecting their privacy, and avoiding or minimizing any emotional or other
harm that may affect the respondent. Our review included an assessment of all existing
and/or proposed contact letters, telephone techniques, questionnaires and consent forms
used in the death record follow-back investigations. These were all deemed to be
satisfactory."”

If the applicant is unable to obtain such a letter from the IRB, the study’s IRB approval document
must include attachments that clearly show that the IRB’s review included the death record follow-
back methodology.




Attachment B (Continued)

Rationale:

It is understood that most studies using the NDI do not involve diagnostic, therapeutic, or any other forms
of physical contacts with human subjects and consequently do not receive or need to receive IRB
approvals based on requirements set forth by their own institution or by the regulations for the protection
of human subjects promulgated by the DHHS (45 CFR 46). On the other hand, the National Center for
Health Statistics (NCHS) and many state vital statistics offices are concerned about the invasion of
privacy, potential emotional harm, and undue respondent burden that can result (from contacts made to
next-of-kin, physicians, hospitals, and others) as part of death record follow-back investigations which
are felt to be essential components of some studies. Because of this concern, an IRB should review the
follow-back methodology to be used in such studies, including review of all contact letters and/or
telephone techniques, questionnaires and consent forms (for release of medical records), as well as
procedures for insuring that the information obtained remains confidential. Therefore, IRB approvals
have been made a prerequisite for NDI approvals for studies involving death record follow-back
investigations. We are hopeful that IRB committees will be both supportive and responsive to this
requirement, even though reviews of such studies are neither customary nor required for other purposes
and may even be “exempt” as defined by the DHHS regulations at 45 CFR 46.101(b)

NDI APPLICANTS AND IRB COMMITTEES REQUIRING ADDITIONAL INFORMATION ON THE
ABOVE REQUIREMENTS SHOULD CONTACT THE NDI STAFF ON 301-458-4444.
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BHLT

National Center for Health Statistics February 7, 2007

CRITERIA TO BE APPLIED IN APPROVING
NATIONAL DEATH INDEX APPLICATIONS

Presented below are the approval criteria, or guidelines, currently being used to approve
National Death Index (NDI) applications. These criteria have evolved based on
recommendations made by the NDI advisers over the period 1982 through February 2007. The
advisers will continue revising these criteria as necessary to address new issues or
accommodate unique situations identified in future NDI applications.

1. Use of NDI Solely for Statistical Purposes:

a.

An application should clearly indicate that the NDI will solely be used “...to identify state
death records for statistical purposes in medical and health research, in improving the
mortality and natality statistics system of the registration areas, or in other research by
Federal and state agencies which only requires disclosure of information on the probable
fact of individual death.” (Refer to Attachment 1 for the National Center for Health
Statistics (NCHS) confidentiality requirements as well as the provisions which are
included in all state NDI contracts for the procurement of death record information.)

An application will be disapproved if it proposes to use any of the identifying information
(on NDI products or on state death certificates) for administrative, legal or other non-
statistical purposes which may directly affect those particular individuals or
establishments as a result of their specific identification in the study. (It is understood,
and generally accepted, that aggregate statistics could eventually be used for
administrative, legal or other non-statistical purposes.)

If the response to a question leads the advisers to believe that any of the identifying
information obtained from the NDI or from state death certificates may be used for
administrative, legal or other non-statistical purposes (in addition to the proposed
statistical purpose), NCHS staff will request a revised application which eliminates non-
statistical uses of the NDI. (Whenever possible, NCHS staff will request such a revision
before the application is even submitted to the advisers for review.)

The use of the term “statistics” subsumes various uses essential to the preparation of
data bases for medical and scientific research. For example, registries of people with
certain characteristics, or who have had certain experiences or exposure, or who have
been diagnosed and/or treated for certain diseases have been widely established. The
establishment of such registries for the purpose of instituting surveillance of morbidity
and/or mortality (in order to generate hypotheses or to identify risks or systematic
inadequacies of treatment) constitutes a legitimate form of applied scientific activity. (See
sections 6 and 7 below.)
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2. Scientific Merit of a Study:

Approval of an application will not be contingent on the scientific merit of a study. Although
the advisers may comment on the merit of a study, it is understood that the merit of the study
is actually determined by the sponsoring agency and/or by the organization performing the
study.

3. Final Disposition of Identifiable Data:

Definition: By “identifying or identifiable death record information” we mean any information
on death certificates, other paper documents, or in computer files which by themselves, or if
linked with other records, would permit the identification of one or more individuals or
establishments. Furthermore, by identifiable data we mean name(s), Social Security
Numbers, exact dates, addresses, death certificate numbers as well as variables that in
combination could identify an individual.

a. All applicants must address the final disposition of death record information received from
the NDI, including copies of death certificates, the NDI CD, computer printouts, and all
analytic files containing identifiable death record information.

b. Except for bona fide registries (see items 6 and 7 below), an applicant must indicate the
month and year ALL of the identifiable data obtained from the NDI will be destroyed. (See
the revised Data Disposition Plan in item 13 of NDI Application Form.)

c. Any applicant who has no plans for the destruction of identifiable death record
information within 5 years after the submission of his or her NDI Application must justify
(in item 13 of the Application Form) why the identifiable death record information needs to
be maintained beyond 5 years or indefinitely.

d. Except for bonifide registries, all new applicants and repeat NDI users shall be
informed that they must submit an updated ND/ Data Disposition Form no later than the
disposition date noted in their initial NDI Application Form (or at least within 5 years of
their application). This NDI Data Disposition Form (see Attachment 4) is to be enclosed
with both the NDI approval letters and the NDI results letters sent to all new and repeat
NDI users. This document will enable users to:

1) Confirm that all identifiable NDI information have been destroyed — and the
destruction dates.

2) Specify when existing identifiable information will be destroyed.

3) Provide a renewed justification of why the identifiable data needs to be maintained
beyond 5 more years of receipt of the initial application or beyond a previously
approved extension period.

4. Approval by an Institutional Review Board (IRB) for the Protection of Human Subjects:

a. An applicant must obtain and submit an IRB approval before the NDI Application form will
be granted final approval.

b. If an applicant’s study or project does not require an IRB approval, the applicant must at

least submit documentation from an IRB that the study or project is EXEMPT from the
IRB approval requirements.
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The IRB approval must be current (within the past 12 months)

At the discretion of an applicant’s IRB (or its equivalent), an expedited IRB review and
approval will be considered acceptable for NDI approval.

. The IRB approval may be granted by an IRB (or its equivalent) in the applicant’s

institution or by an IRB in another institution as long as the IRB has a Multiple Project
Assurance (MPA) or a Federal Wide Assurance (FWA) from the U. S. Department of
Health and Human Services (DHHS). An IRB approval from an independent IRB
registered by DHHS is also acceptable. If the IRB (or its equivalent) does not have DHHS
approval, the applicant must submit additional documentation describing the IRB (or its
equivalent) and listing how its membership is constituted.

For an NDI application involving death record follow-back investigations, the IRB
approval document or a separate letter from the IRB (or its equivalent) must address the
potential harm that may be caused by follow-back investigations — and must reference
the concerns described on the second page of Attachment 3. If the applicant is unable to
obtain such a letter from the IRB, the IRB approval document must have attachments that
clearly show that the IRB’s review included the death record follow-back methodology.

Because of the time generally required to obtain an IRB approval, NDI staff may send an
NDI application to the advisers as conditionally approved pending receipt by NDI staff of
the applicant’s IRB approval. As long as the advisers have no other concerns about the
application, NDI staff may arrange for the application to be approved as soon as the IRB
approval is received by NDI Staff. (Exception: For studies involving death record follow-
back investigations, the advisers must be provided with all pending IRB documents and
must recommend approval before the NDI application can be changed from “conditional”
to “approved” status.)

5. Use of Identifiable Data by a Third Party:

a.

If the applicant indicates that another organization will be receiving identifying NDI or
state death record information, that organization must complete and submit an NDI
Supplemental Confidentiality Agreement before NDI approval can be granted. The third
party must indicate (1) how they will store and maintain the confidentiality of the
identifying information and (2) how such information will be disposed.

If the applicant’s study is sponsored by a funding arrangement other than a Federal grant
(via a contract, interagency agreement, cooperative agreement, or other funding
arrangements), the sponsoring organization must complete and submit an NDI
Supplemental Confidentiality Agreement even if the sponsoring organization does not
currently have any contractual or other rights to the identifying information collected by
the applicant. The sponsoring organization must indicate (1) that it does not have any
rights to (or any plans to obtain) the identifying information or (2) what it would do to
protect the confidentiality of any identifying information it will or may obtain and how such
information will be disposed.

An NDI Supplemental Confidentiality Agreement is not required for a study which is

supported by a Federal grant, except in those rare instances where the granting agency
will receive identifying information from the grantee.
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6. Disease Registries:

By “disease registry” is meant a roster of persons diagnosed and/or treated for a particular
disease and maintained for the purpose of morbidity and/or mortality surveillance without any
specific hypotheses to be examined. Registries usually employ a standardized methodology,
are subject to informal and sometimes formal controls, and may rely on other methods for
follow-up of a majority of the roster. Such registries deserve special consideration.
Applicants who propose to submit a roster of names deriving from such a registry should
specify the date the registry was founded, the purpose of the registry, the eligibility criteria for
including persons in the registry, the provisions for internal and external approval of the
registries quality and methods (including human subject considerations), and the dates of the
last documented internal and/or external reviews.

It is understood that applications from disease registries, especially from the most ubiquitous
type of disease registries, cancer registries, have special problems. Several of the practices
discouraged by the NDI are considered standard practice for cancer registries and are even
counted as positive elements in the institutional approval process. These include (1) the
practice of maintaining a hard copy of the death certificate as part of the registry record, (2)
informing other bona fide tumor registries of the fact of death, and (3) the use of the
knowledge of survival for research studies initiated subsequent to the NDI request without
reapplication.

Furthermore, registries will not be required to submit separate NDI application for each
study; however, they will be required to describe expected protocols and give specific,
current or future examples of studies (see Attachment 2). Multiple uses of NDI information
obtained from the National Center for Health Statistics are permitted provided that (1) each
study is solely for statistical purposes in medical or health research, (2) adequate
assurances are given that the confidentiality of the identifying death record information will
be maintained, and (3) death record information will be kept separate from any
administrative records.

It is understood that a disease registry may have occasion to release identifiable, record-
level death information to approved researchers according to the registry’s data release
policies. A registry must annually provide NDI staff with a list of such data releases. The list
must contain the name of each researcher’s organization, the title of the study, and the
study’s purpose or objectives.

7. General Consideration for Non-Disease Cohorts and Ongoing Studies:

Most NDI applicants are required to submit separate applications for specific studies.
However, some organizations conduct mortality surveillance studies on “non disease”
cohorts such as industrial workers, population samples, and members of particular families,
and the death record information on those individuals may be used for multiple epidemiologic
studies. Such  organizations, in essence, are maintaining exposure or other non-disease
“registries” which facilitate epidemiologic studies of groups with particular experiences. Such
organizations will not be required to submit separate NDI applications for each study,
although they will be required to describe expected protocols and give specific, current or
future examples (see Attachment 2).
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Multiple uses of NDI information obtained from the National Center for Health Statistics are
permitted provided that (1) each study is solely for statistical purposes in medical or health
research (2) adequate assurances are given that the confidentiality of the identifying death
record information will be maintained, and (3) death record information will be kept separate
from any administrative records.

When an approved non-disease registry (or ongoing study) finds it necessary to release
identifiable death record information to an external organization, the registry must first submit
an amended NDI application, including an NDI Supplemental Confidentiality Agreement
completed by the external organization. The amended application must be approved by the
NDI advisers before the identifiable data are released.

. Repeated Use of the NDI:

a. Once an applicant is approved to use the NDI for a specific study or project, the approval
is valid as long as there are no significant changes in the project described in the initial
application.

b. Except as noted in 6 and 7 above, an approved applicant must submit a new NDI
Application Form to use the NDI for a different study.

c. A new application usually will not be required if additional cohort members are being
added, the activity is a direct extension of ongoing work, the activity only involves further
follow-up of cohort members, and/or the new research effort still falls with the bounds of
the overall research objective(s) described in the initially approved NDI application.
Should an NDI user inquire about how significant his or her proposed changes are, NDI
staff will decide whether the user must submit a new application, an amended
application, or just an ND/ Repeat Request Form.

d. Whenever an approved applicant wants to submit records for a repeat search of the NDI
file, the applicant need only complete and submit a one-page form entitled ND/ Repeat
Request Form. This form requires the applicant to attach an updated or amended NDI
Application Form only if any of the following has occurred since the submission of the last
application form: (1) excluding any new FEDERAL GRANTS, the project is supported by
a new organization(s), (2) a new organization will be receiving identifying death record
information, (3) confidentiality provisions have changed, (4) provisions for disposing of
identifying death record information have changed, (5) identifying death record
information will be used for legal, administrative or other actions which could directly
affect particular individuals or establishments, (6) the NDI will also be used for a different
project, (7) there are changes in the project’s research objectives, (8) the proposed death
record follow-back investigations are continuing without a CURRENT IRB approval, (9)
the proposed follow-back methodology has changed, or (10) follow-back investigations
will be initiated.

e. NDI Repeat Request Forms are routinely approved by NDI staff; however, if they are

accompanied by amended applications, the amendments must be sent to the advisers for
review and approval.
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Required Signatures:

The NDI Confidentiality Agreement in each ND/ Application Form and in each ND/ Repeat
Request Form must be signed by the study’s project director or principal investigator, or by a
higher official in the organization. The Supplemental Confidentiality Agreement must have
similar signatures for any external organization(s). These NDI forms must also be signed by
an “official authorized to execute agreements” who represents the organization in policy,
fiscal or legal matters.

NDI staff may send these documents to the NDI advisers unsigned with a recommendation
that the applications be conditionally approved pending receipt by NDI staff of the signed
documents. As long as the advisers have no other concerns with the application, NDI staff
may arrange for the application to be approved as soon as the required signatures are
received.

10. Types of NDI Approvals (General Definitions):

a. Approval — An application will be approved only if it satisfies the above criteria. Only the
NCHS Director (or his designated representative) may grant final approval to each NDI
application. The Director will normally act based on the recommendations of the NDI
advisers and NCHS staff; however, the Director retains the right to disagree or to settle
conflicting recommendations.

b. Repeat Approval — See item 8.

c. Conditional Approval — An application will receive a conditional approval pending
receipt by NDI staff of (1) all required signed forms, (2) the applicant’s IRB approval, or
(3) if one or more advisers recommend that the applicant submit minor clarifications to
certain sections of the application form. In such instances those advisers do not have to
review the relevant documents unless NCHS staff feels that the revisions (or signatures)
do not satisfy the recommendations of those advisers.

d. Deferral — Approval of an application will be deferred if one or more advisers have
significant doubts or concerns as to whether the application satisfies the NDI approval
criteria. The applicant must submit a revised application form which satisfies the
concerns raised by those advisers. The revisions must be sent to all the advisers. Before
a “deferred” application may be approved, the advisers that raised concerns must review
the revised application and must indicate that they are satisfied with the revisions. Other
advisers may also comment if they have new concerns or if they are not satisfied with the
revisions. Once the revisions are deemed to be satisfactory, the application is sent to the
DVS Director for final approval.

e. Disapproval—An application will be recommended for disapproval if it does not satisfy
the NDI approval criteria presented in this document. An application always will be
disapproved if the applicant proposes to use the NDI for administrative, legal or other
non-statistical purposes, or if the applicant is unable to provide satisfactory assurances
that the confidentiality of the identifiable NDI and state data will be protected. If one or
more advisers disapprove an application, then the concerns of those advisers must be
shared with the other advisers. The application then must be evaluated again by all the
advisers before it is sent to the NCHS Director for final approval or disapproval.
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November 10, 1993 Attachment 1

Confidentiality

Data provided to NCHS by the State vital statistics offices

NCHS is required by law to maintain the confidentiality of identifying information it collects on
individuals or establishments. This includes identifying information on decedents obtained under
contracts with the State vital statistics offices for use in the NDI. Data permitting identification of
particular individuals or establishments cannot be disclosed without the consent of the provider
of the information. The Public Health Service Act (42 U.S.C. 242m) states in Section 308(d):

No information obtained in the course of activities undertaken or supported under section
304,305, 306,307, or 309 may be used for any purpose other than the purpose for which
it was supplied unless authorized by guidelines in effect under section 306(1)(2) or under
regulations of the Secretary; and (1) in the case of information obtained in the course of
health statistical or epidemiological activities under section 304 or 306, such information
may not be published or released in other form if the particular establishment or person
supplying the information or described in it is identifiable unless such establishment or
person has consented (as determined under regulations of the Secretary) to its
publication or release in other form....

Release by NCHS of any information on decedents contained in the NDI file is restricted under
Section 308(d) above by the purpose for which the information was supplied to NCHS by the
State vital statistics offices. In the case of the NDI, the purpose for which the death record
information is supplied is clearly specified in the contracts between NCHS and the State offices.
Each contract contains the following provisions:

Pursuant to Section 308(d) of the Public Health Service Act (42 U.S.C. 242m), the
Government [NCHS] assures the Contractor [the State vital statistics office] that:

The information obtained under this contract will only be used to identify State death
records for statistical purposes in medical and health research, in improving the mortality
and natality statistics system of the registration areas, or in other research by Federal
and State agencies which only requires disclosure of information on the probable fact of
individual death;

the information obtained under this contract will not be released for use as a basis for
legal, administrative, or other actions which may directly affect particular individuals or
establishments, unless consented to in writing by the contractor; and no information
obtained under this contract regarding an identified individual or establishment will be
released, except for information indicating the probable fact of death and identifying the
appropriate State death certificate numbers, without the written consent of the contractor.
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February 7, 2007 Attachment 2

DISEASE AND NON-DISEASE REGISTRIES:
ADDITIONAL INFORMATION REQUIRED FOR THE NDI APPLICATION FORM

In addition to the information requested of all NDI applicants, the NDI Application Form
submitted for both disease and non-disease registries must also include the following

information in item 8.C of the Application:

1.

Provide brief descriptions of examples of specific studies which are now being performed
or planned. After describing such studies, the applicant should state the following:

“Should there be any significant deviations from such studies, we fully understand that an
amended NDI application must first be submitted to and approved by NCHS.”

(The purpose of the above requirements is to provide evidence that the organization in
fact will be using the registry mortality data base solely for "statistical purposes in medical
and health research.")

If the applicant indicates that no death record follow-back investigations will be
implemented, the applicant must make the following statement: »

“Should follow-back investigations become necessary, and involve death records
obtained via the NDI, it is understood that first we must (1) submit an amended
Application Form describing the follow-back investigations, (2) obtain and submit an
approval from an Institutional Review Board for the Protection of Human Subjects, and
(3) wait for the amended application to be reviewed by the NDI advisers and approved by
the NCHS Director. Furthermore, before follow-back investigations are initiated, it is
understood that we will also obtain approvals from the states from which death records
had been obtained.”

A specific statement that all hard-copy death record information obtained via the NDI,
including copies of death certificates, will be flagged and stored separately from any
administrative records or from statistical records that could be used in the future for
purposes not described in the application. Computer records containing death record
information obtained via the NDI shall also be flagged so that they will not be used in the
future for purposes not described in the application.
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February 7, 2007 Attachment 3

NATIONAL DEATH INDEX (NDI) REQUIREMENTS FOR APPROVAL BY AN

INSTITUTIONAL REVIEW BOARD (IRB) FOR THE PROTECTION OF HUMAN SUBJECTS

General NDI Requirements for IRB Approvals:

1.

The IRB approval be granted by (a) an institution which has a Multiple Project Assurances
(MPA) or a Federal Wide Assurance (FWA) approved by the Department of Health and
Human Services (DHHS) or (b) by an independent IRB registered with DHHS.

If the NDI applicant’s institution has an institutional review board (or its equivalent) that is not
approved by DHHS, the applicant must submit additional documentation describing the IRB
and listing how its membership is constituted.

An “expedited” IRB review and approval is acceptable if performed by an institution having
an MPA and if the research meets the conditions for “expedited” IRB review described in 45
CFR 46.110(a) or (b).

If an applicant’s study or project does not require an IRB approval, the applicant must at
least submit documentation from an IRB that the study or project is EXEMPT from the IRB
approval requirements.

. The review and approval by an IRB must occur prior to the approval of the NDI application.

Specific NDI Requirements for Studies Involving
Death Record Follow-back investigations:

1.

The applicant must obtain a letter from the IRB indicating specifically that the study’s death
record follow-back methodology has been reviewed and approved and that the review of the
study also included an assessment of any potential emotional harm and undue respondent
burden which may be caused by the proposed follow-back activities. (Of concern are any
contacts made to next-of-kin, physicians, hospitals or other establishments based on
information appearing on death certificates obtained via use of the NDI.)

The letter must include language similar to the following statement (but tailored specifically to
the study which was reviewed):

"We have reviewed this study in conjunction with your application to use the NDI.
We are satisfied that the procedure to be used to obtain additional information on
deceased study subjects (from next-of-kin, physicians, hospitals and/or others)
provide appropriate protection to the respondents with respect to minimizing
respondent burden, maintaining confidentiality, protecting their privacy, and
avoiding or minimizing any emotional or other harm that may affect the
respondent. Our review included an assessment of all existing and/or proposed
contact letters, telephone techniques, questionnaires and consent forms used in
the death record follow-back investigations. These were all deemed to be
satisfactory."”
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Attachment 3 (continued)

3. If the applicant is unable to obtain such a letter from the IRB, the study’s IRB approval
document must include attachments that clearly show that the IRB’s review included the
death record follow-back methodology.

Rationale:

It is understood that most studies using the NDI do not involve diagnostic, therapeutic, or any
other forms of physical contacts with human subjects and consequently do not receive or need
to receive IRB approvals based on requirements set forth by their own institution or by the
regulations for the protection of human subjects promulgated by the DHHS (45 CFR 46). On the
other hand, the National Center for Health Statistics (NCHS) and many state vital statistics
offices are concerned about the invasion of privacy, potential emotional harm, and undue
respondent burden that can result (from contacts made to next-of-kin, physicians, hospitals, and
others) as part of death record follow-back investigations which are felt to be essential
components of some studies. Because of this concern, an IRB should review the follow-back
methodology to be used in such studies, including review of all contact letters and/or telephone
techniques, questionnaires and consent forms (for release of medical records), as well as
procedures for insuring that the information obtained remains confidential. Therefore, IRB
approvals have been made a prerequisite for NDI approvals for studies involving death record
follow-back investigations. We are hopeful that IRB committees will be both supportive and
responsive to this requirement, even though reviews of such studies are neither customary nor
required for other purposes and may even be “exempt” as defined by the DHHS regulations at
45 CFR 46.101(b)

NDI APPLICANTS AND IRB COMMITTEES REQUIRING ADDITIONAL
INFORMATION ON THE ABOVE REQUIREMENTS SHOULD CONTACT THE
NDI STAFF ON 301-458-4444.
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February 7, 2007 Attachment 4

NATIONAL DEATH INDEX (NDI) DATA DISPOSITION FORM

Use the multi-purpose form on the next page to notify the NDI program of one of the
following events:

e When you have disposed of ALL the identifying or identifiable death record
information obtained from the NDI.

If your initial NDI Application was submitted prior to April 1, 2007 and you are now
submitting a Repeat NDI Request (and have never completed this form).

To request an extension for the retention of your identifying or identifiable death
record information beyond 5 years from when your initial NDI application was
submitted.

If you have already been approved for a 1 to 5§ year extension, to request another
extension beyond your previously approved extension period.

Some State vital statistics offices have expressed concern about indefinite retention of “identifying or
identifiable death record information” that could be used in the future by other persons for other purposes.

[Definition of “identifying or identifiable death record information” -- Any information on death
certificates, other paper documents, or in computer files which by itself, or if linked with other records,
would permit the identification of one or more individuals or establishments. Furthermore, by identifying
or identifiable data we mean such items as name(s), Social Security Number, exact dates, addresses, and
death certificate number. Even with the removal of direct identifiers and linkable study subject
identification numbers, there is still a special concern that some combinations of the remaining variables
could potentially be used to identify an individual.]

Except for data stored in bona fide registries, all identifying or identifiable data received from the NDI must
be removed from all research records at the conclusion of the study or within 5 years after receipt submission of
your initial NDI Application Form -- regardless of the data set in which the data are kept. This means that all
identifiers or potentially identifiable data elements associated with cause of death codes must be removed from
all analysis files unless there is no way to identify an individual decedent. This also means that any linked files
(with crosswalks) are to be destroyed. (Note: Death certificates obtained directly from state offices may have to
be shredded in less than 5 years depending on each state’s requirements.)

While the NDI staff recognizes that some research studies can remain active for several years, each study is
viewed to have a limited duration. At the completion of the study ALL identifying or identifiable information
that came from the NDI match must be destroyed, regardless of storage medium, unless no possible link could
be made to an individual. Note: As long as there are no identifiers or linking variables remaining in the
analytic or public-use file(s), cause(s) of death codes may remain in such file(s).
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NATIONAL DEATH INDEX DATA DISPOSITION FORM NDI

Date of initial NDI Application NDI Application Number
Title of study |
Principal investigator
or project director:

Title:

Organization:
Mailing address:

1. When was the identifiable death record information destroyed?
(If not destroyed yet, put NA and answer items 2 — 5 below.) MM/YYYY

2.  When will the identifiable death record information be destroyed?
(State UNKNOWN fif this is an open-ended or ongoing study that MM/YYYY
has no specific disposition plan at this time.)

3. Ifthe answer to item 2 is: (1) unknown, (2) more than 5 years after you submitted your NDI Application Form, or (3) more than
5 years after you last requested an extension for the retention of your data, please provide a strong justification for why the data
need to be retained beyond the 5-year period.

4. If it has been more than 5 years since your initial NDI application
(or since your last request for an extension), are you requesting
an extension for the retention of identifiable NDI data? YES NO

5. If your extension is approved, you are responsible for submitting this
form when your data have been destroyed OR within 5 years from now
but no later than the date you indicate in the box to the right. MM/YYYY

Signature of Principal Investigator or Project Director Date

Mail form to: National Death Index, NCHS, 3311 Toledo Road, Room 7318, Hyattsville, MD 20782
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Effective October 1, 2004

NATIONAL DEATH INDEX USER FEES

The NDI is a self supporting service of the National Center for Health Statistics. NDI revenues are
used primarily to cover the NDI’s operating costs, especially the annual costs of purchasing files of
death records from all of the state vital statistics offices.

CHARGE PER STUDY SUBJECT*

Vital status of each subject is UNKNOWN | $0.21 per subject -- per year of death searched

Subjects are all KNOWN to be deceased ** | $5.00 per decedent -- fixed fee

The above charges are for NDI Plus services which also provide cause of death codes for the better
matches. If your study only requires a routine NDI search (i.e., does not need cause of death codes), use
$0.15 per subject (per year of death searched) for all of your subjects, including any subjects that are
known to be deceased.

* Charges are based on the number of subjects, not on the number of records submitted. Consequently, there is
no charge for duplicate or alias records. To improve the matching effectiveness of your NDI search, you are
encouraged to submit more than one record for those subjects having more than one first name, last name,
father’s surname, Social Security Number, or date of birth -- or for those subjects that appear to have

nicknames.

** Whenever records of KNOWN decedents are submitted for a NDI Plus search, the deaths must have been
identified via sources other than the NDI and must be submitted on a separate file. An exception to these
NDI Plus charges for known decedents occurs whenever a NDI Plus user has already obtained copies of death
certificates and simply wants to use NDI Plus to obtain the causes of death in coded form. The charges are
only $2.50 whenever copies of certificates have already been obtained for each known decedent. (If
certificates have only been obtained for some known decedents but not for others, the two groups of known
decedents’ records must be submitted on two separate files.)

SERVICE CHARGES ***

Initial submission of user records....... $350.00

Each subsequent submission........... $100.00

**% The service charge applies each time records are submitted. The $350 service charge is only for the initial submission of one or
more files by a newly approved applicant. The $100 service charge is for each subsequent submission of one or more file.

See Worksheet for Calculating NDI Charges.
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Instructions for calculating NDI charges (see worksheets on next 2 pages)

1. If you are submitting more than one file, you may record your calculations for each file on one worksheet
or use a separate worksheet for each file. Do not include duplicate or alias records in your fee
calculations. Just add a footnote to the “Comments” section (in the lower left corner of the worksheet)
stating the number of duplicate or alias records associated with each file. A sample worksheet appears on
the next page, followed by a blank worksheet for your own hand written calculations. Instructions for
submitting your records appear on the last page.

2. Subjects with UNKNOWN vital status:

NDI Plus (provides cause of death codes) . ............ $0.21 per subject per year searched
NDI Routine (no cause of death codes). .............. $0.15 per subject per year searched

a) When all subjects need to be searched against the same range of years, you only need one row to
calculate the charges.

b) When different subgroups of study subjects need to be searched against different ranges of years
(which assumes that different subgroups of subjects were last known to be alive in different years):

Use the first row of the worksheet for that subgroup which needs to be searched for the greatest
number of years, then work toward the present by using the subsequent rows (for records which
need to be searched for fewer and fewer years; e.g., 1979-2002, 1980-2002, 1981-2002, etc.).

When creating your file of study subjects, you are encouraged (in most instances) to submit all
your subjects’ records on one file and to use the Optional User Data field (positions 92-97) to
record the date or year last known alive. Even though the NDI will actually search your entire file
of records against the greatest range of appropriate years, you will only be charged for the years
which needed to be searched for each subgroup -- based on your worksheet calculations.

3. Subjects who are KNOWN decedents:

NDI Plus (provides cause of death codes):

$5.00 per decedent -- when researcher has 170 death certificates
$2.50 per decedent -- when researcher has obtained death certificates

NDI Routine (no cause of deathcodes) .. ............ccovvvunn. $0.15 per decedent
Use the last row of the worksheet to calculate charges for KNOWN decedents.

For NDI Plus searches, known decedents should be submitted on a separate file. The charge for
each subject will be a flat $5.00, regardless of the number of years all the records need to be
searched against.

For routine NDI searches, records of known decedents can be included in a file of persons with
unknown vital status. The charge for each known decedent will be a flat $0.15, regardless of the
number of years all the records need to be searched against.

When creating your file of study subjects, you are encouraged to use the Optional User Data field
(positions 92-97) to record the date or year of death for each known decedent.
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WORKSHEET FOR CALCULATING NATIONAL DEATH INDEX CHARGES

Refer first to instructions and user fees. This worksheet is useful when submitting different subgroups
of records on one file but only paying for the relevant years each subgroup needs to be searched.

Years

Number of

Number of

NDI Fee

NDI Charges

Searched Years Subjects (see above) (for each subgroup)
1993- .00 /1 x| 100 Ty R3[.00
1993-200a. /d X 57 X ey [119.00
19942003 9 X %O X1 <] /151, 20
1995-Q002 | & x| 110 | .2l [§4 §0
1996 Q002 7 x| LS X L9l 95. 55
1997 -0 | b J o EY S, 66
(998- 206_| § x| IR ) ied] 718. 60
1999-Q00 | L x| 3§ .l JI, 72
{000 -003.| 3 x| 27 |l 17 0/
2001 -QooA_| = x| | .l 3. 96

oJ0 D A, / x| Jo o AN 2. 10

: Subtetall-1 997 55
DECEDENTS 1 year *| o0 |87 60 |, £70 ., 6D
Comments: qu/iC‘Q'i‘C RCCOrdS Total record charges / ??7 5o
UnkKnown = 45 Service charge 352,44
K’VH}WY\: 73 Total NDI charges ‘quh,7 <
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WORKSHEET FOR CALCULATING NATIONAL DEATH INDEX CHARGES

Refer first to instructions and user fees. This worksheet is useful when submitting different subgroups
of records on one file but only paying for the relevant years each subgroup needs to be searched.

Years
Searched

Number of
Years

Number of NDI Fee
Subjects (see above)

NDI Charges
(for each subgroup)

KNOWN
DECEDENTS

1 year

Comments:

Total record charges

Service charge

Total NDI charges
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SUBMITTING YOUR RECORDS AND
PAYING FOR NDI SERVICES

Preparing your study subjects’ records

e Your records must be put in an ASCII text file format.

e Each record must be 100 positions in length.

e Before sending your file to NCHS, please confirm that each data item (e.g., first name, last
name, Social Security Number, date of birth, etc.) begins in its proper position.

Payment for NDI services

You are responsible for accurately calculating your NDI charges. Call the NDI staff on
301-458-4444 if you would like us to confirm your calculations. The following payment options
are available:

e Check or purchase order: Make your check or purchase order payable to --
U.S. Department of Health and Human Services.

e Interagency agreement: If you are charging your NDI services to an interagency agreement,
specify the name of the agency and the project officer on the back of the NDI Transmittal Form
that accompanies your data submission. (If your organization is not part of the agency that
established the agreement, attach a copy of the agency’s letter or e-mail authorizing you to
charge your NDI services to the agency’s agreement.)

e Letter of credit: If you received a credit for future NDI services as a result of making an
advanced payment or making an overpayment for a previous NDI search, use the back of the
NDI Transmittal Form to indicate that you are applying that credit to cover all or some of your
current NDI services. Attach the NDI letter you received which confirms the amount of your

credit.

Submitting your records

e Express mail your records to:

NATIONAL DEATH INDEX
Attention: Michelle Goodier
National Center for Health Statistics
3311 Toledo Road, Room 7318
Hyattsville, Maryland 20782
Phone: 301-458-4444

¢ Your submission should include:
1. Diskette or CD-ROM (containing your subjects’ records)
2. NDI Transmittal Form

3. Worksheet for Calculating NDI Charges
4. Check or purchase order (or payment instructions as specified above)
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