Request for Generic Clearance for Cognitive Interviews and Focus Groups for the PATH Study (NIDA)

Attachment 3

NIH Privacy Act Systems of Record Notice
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( DEPARTMENT OF HEALTH & HUMAN SERVICES . ‘Public Health Service

National Institutes of Health'
Bethesda, Maryland 20892

DATE:  June24,2015
TO:  KevinP. Conway, Ph.D. I b
Deputy Director -
Division of Epidemiology, Services, and Preventlon Research

National Instrtute on Drug Abuse, NIDA

FROM:  NIH Privacy Act Officer
SUBJECT: Applicability of the Privacy Act: Cognitive Interviews and Focus Groups for the
: Population Assessment of Tobacco and Health (PATH) Study )

I have reviewed the NIDA submission to OMB referenced above. NIDA is partnering with the
Food and Drug Administration (FDA) to conduct the PATH study through Westat, the prime
contractor. The PATH study will use cognitive interviews and focus groups to assess how
people interpret, process, retrieve, and respond to words, phrases questions, response options,
and product images that may-be used in the development of measures, questionnaire items, and

( related data collection materials. The PATH study will use sub-studies submiitted under this
OMB approved Generic Cleatance to inform decisions on changing versus retaining
quest10nna1re itmes in the 1nstrument between success1ve waves of data collectlon

' Co gnltlve interviews and focus groups will be conducted by an 1nterv1ewer or moderator who
- will be required to sign a pledge of confidentiality and complete training on standards and ethics
~in survey research, to 1nclude the 1mportance of confidentiality and 1nformed consent.

Data collectlon methods will 1nclude computer-assisted personal interviewing. (CAPI), audio-

computer assisted self-mtervrewmg (ACASI), web-based cognitive interviews and focus groups,
and if needed, hard-copy forms and questionnaires.. Personally Identifiable Information (PII),
rrncludlng name and contact information, will only-be collected for the purposes of subject
recruitment for cogn1t1ve 1nterv1ews or focus groups, to docurnent 1nformed consent and to
record any incentives recelved on receipts. . :

PII w1ll not be associated wrth 1nforrnat10n or data collected during a cogmtlve 1nterv1ew or focus
group. Collected data records will only. 1nclude participant identifier (ID) numbers and will only
be retrievable by part1c1pant ID, not by any PII A crosswalk linking PII with participant ID
numbers will be kept electromcally in a password-protected file access1ble only to the recruiter

and task lead. Notes written on pieces of paper, and the interview or group recording, if created,
will be stored in a locked file cabinet or electronically in a password-protected file. Recordings
may be labeled by participant or group 1D number, date, timé, and project title: No participant
_names or 1dent1fy1ng information will be labeled ‘on the recordlng or included in any reports,
publications, presentatrons ofco gn1t1ve interview or focus group. results
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All data, recruitment forms, incentive forms, and crosswalks that link participant ID number with
PII will be kept until a recommendation report is written, and they will be destroyed six (6)

‘months after the report is completed.

I have determined that the Privacy Act will apply to this data collection because it will involve
the collection of personal information which will be retrieved by a unique 1dent1ﬁer

- 'The data collection is covered by NIH Privacy Act Systems of Record 09-25- 0200, “Clinical,
" Basic and Population-based Research Studies of the National Institutes of Health (NIH)

T NTLE II\T\ 22
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If you have questions, plcase contact me at (301) 402-6201.

- Karen M. P14 !

" Enclosure

cc: Genevieve deAlmedia-Morris, NIDA PRA Liaison (w/o enclosure)
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' SYSTEM NAME: |

, Clrnrcal Basrc and Populat1on-based Research Studles of the Nat1onal Instltutes of Health (NIH)
HHS/N IH/OD : _

SECURITY;CLASSIFICATION‘: B
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' SYSTEM LOCATIONV'

Records are located at NIH and Contractor research facrhtles whlch collect or pr0V1de research data for L
this system. Contractors may-include, but are not limited to: Research centers, clinics, hospitals, .
_universities, ‘medical schools, research institutions/foundations, national asso¢iations, commercial
| organrzat1ons collaboratmg State and F ederal Governmént agencies, and coordinating centers. A current
list of sites, including the- address of any Federal Records Center where recotds'from this system may be
- stored, is ava1lable by writing to the approprrate Coordmator lrsted under Not1frcatlon Procedure
CATEGORIES OF INDIVIDUALS COVERED BY THE SYSTEM o
- Adults. and/or chrldren who are the subjects of clmlcal basrc or populatlon-based research studres of the
NIH. Individuals with disease. Indrvrduals who are representat1ve of the general population or of special -
groups 1nclud1ng, but not limited to: normal controls; normal volunteers, family members and relatives;
. providers of services (e.g.; health care and social work); health care professionals and educators, and
-‘demograph1c sub-groups as applicable, such as age, sex, ethnicity, race, occupatron geograph1c location;’
‘and groups exposed to real and/or hypothesrzed I‘lSkS (e. g exposure to brohazardous mrcrob1a1 agents)

’ CATEGORIES OF RECORDS IN THE SYSTEM

T he system contams data about 1nd1v1dua1s as relevant toa part1cular research study Examples mclude

~but are not limited to: name; study identification number, address, relevant telephone numbers, social
_'.secur1ty number (voluntary), driver's license number, date of birth, weight, helght sex, race;, medical,
psycholog1cal and dental information, laboratory and: dlagnostrc testmg results; registries; social,

- economic and demographrc data; health services utilization, insurance and hospital cost data, employers
conditions of the work environment, exposure to hazardous substances/compounds information

- pertaining to stored b1olog1c specimens (1nclud1ng blood, urine; tissue and genetic materials), -

- characteristics and activities of health care prov1ders and educators and tramers (1nclud1ng currrcula

' Vrtae) and assocrated correspondence ' : o |

AUTHORITY FOR MAINTENANCE OF THE SYSTEM

Y "Research and Invest1gatlon' " "Apporntment and Author1ty of the D1rectors of the Nat1onal Research
Institutes," "National Cancer Institute," "National Eye Institute," "National Heart, Lung and Blood

Institute," "National Institute on Agmg," "National Institute on Alcohol Abuse and Alcoholism,"
"Natronal Institute on Allergy and Infectious Diseases," "National Institute of Arthritis and .

, Musculoskeletal and Skin Diseases," "National Instrtute of Child Health and Human Development !

~"National Institute on Deafness and Other Communication Drsorders " "National Institute of Dental and

" Craniofacial Research,” ““Natjonal Instrtute of Diabetes, and D1gest1ve and Kidney Drseases " "National
Instrtute of Drug Abuse " "Natronal Instrtute of Env1ronmental Health Scrences " "Natlonal Instrtute of
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- Mental Health " "Natronal Institute of Neurologrcal Disorders and Stroke," and the "Natlonal Human
Genome Research Institute" of the Public Health Service Act. (42 US.C. 241, 242,248, 281,282,284,
285a, 285b, 285¢, 285d, 285¢, 285f, 285g, 285Hh, 2851, 285j, 2851, 285m, 285n 2850, 285p, 285q, 287,
287b, 287c 289a 289c, and 44US C. 3101) S .

VPURPOSE(S) o R UL
To document track monitor and evaluate NIH chnrcal basrc and populatron-based research actrvrtres

_ 'ROUTINE USES OF RECORDS MAINTAINED IN THE SYSTEM, INCLUDING

CATEGORIES OF USERS AND THE PURPOSES OF SUCH USES:

i

1. A record may be dlsclosed for a research purpose when the Department (A) has determmed that
~the use or disclosure does not violate legal or policy limitations under which the record was-
~ provided, collected, or obtamed e.g., disclosure of alcohol or drug abuse patient records will be
made only. in accordance with the restrictions of confldentralrty statutes and regulations 42 U.S.C.
241,42 U.S.C.290dd-2, 42 CFR Part 2, and where applicable; no disclosures will be made ,
_ :mconsrstent with an authorrzatlon of confrdentralrty under 42 U.S.C. 241 and 42 CFR Part 2a, (B)
* has determined that the research purpose (1) cannot be reasonably accomphshed unless the record -
is provided in mdrvrdually identifiable form, and (2) ‘warrants the risk to the privacy of the
~ individual that additional exposure of the record might bring; (C) has required the. recipient to (1)
establish reasonable administrative, technical, and physical safeguards to prevent unauthorized use
or disclosure of the record, (2) remove or destroy the information that identifies the individual at
the earliest time at which removal er destruction can be accomplished consistent. with the purpose
of the research;project, unless: the recipient has presented adequate Justrflcatron of a research or_ ,
~ health nature for retaining such information, and.(3) make no further use or disclosure of the record :
- except (a) in emergency circumstances affectmg the health or safety of any individual, (b) for use
“<_ . in another research project, under these same conditions, and-with written- authorlzatron of the
- Department (c) for disclosure to a propetly identified person for the purpose of an ‘audit related to -
- the research project, if information that would enable research subjects to be'identified is tremoved -
" or destroyed at the earliest opportunity consistent with the purpose of the audit, or (d) when
- required by law; and (D) has secured a written statement attestmg to the recrprent's understandmg
“of, and wrllmgness to-abide by, these provisions:
2. Disclosure may be made to a Member of Congress of to a Congressmnal staff member in response
to an inquiry of the Congressronal offrce made at the written request of the constrtuent about whom
- therecord is maintained. ' : :
- 3. The Department of Health and Human Services (HHS) may drsclose 1nformat10n from thrs system
of records'to the Department of Justice when: (a) The agency or any component thereof’ or (b) any
~employee of the agency in his or her official capacity where the Department of Justice has agreed
to represent the employee; or (c) the United States Government, isa party to litigation or has an
interest in such litigation, and by careful review, the agency determines that the records are both -
relevant and. necessary to the. 11t1gat10n and the use of such records by the Department of Justice is,
-therefore deemed by the agency to be’ for a purpose that 1s compatlble with the purpose for whrch
the agency collected the records U o
4. Drsclosure may be made to -agency contractors grantees experts consultants collaboratrng o
- researchets; or volunteers who have been engaged by the agency to assist in the performance ofa’
- service related to this system of récords and who need to have access to the records in order to - v
 perform the act1v1ty Recipients shall be requrred to comply wrth the requrrements of the Prrvacy ﬂ
Act of 1974, as amended, pursuant to 5 U. S.C: 552a(m) '
5. Information from this system may be disclosed to Federal agencres ‘State agencres (1ncludmg the
- Motor Vehicle Admrnrstratron and State Vrtal statrstlcs offrces prrvate agencres and other third

httpllomaodnlhgov/plbhc/MSlpnvacylPAﬁles/OZOOhtm : '. - _' R : ) T T ‘_' .'21:1,0’ i




e2¥2015 S . 00-25:0200 SYSTEMSLISTING -

parties (such as current or prlor employers, acquamtances relatives), when necessary to obtam
~ information on morbidity and mortality experiences and to locate individuals for follow-up studies.
_ Social security numbers, date of birth and other idéntifiers may be disclosed: (1) to the National
Center for Health Statistics to ascertain vital status through the National Death Index; (2) to the
Health Care Fmancmg Agency to ascertain morbidities; and (3) to the Social Security
~ Administration to ascertain disabilities and/or location of participants. Social security numbers
may also be given to other Federal agencres and State and local agenc1es when necessary to
locating individuals for participation in follow-up studies. :
6." Medical information may be disclosed in identifiable form to tumor registries for mamtenance of

—healtlr statistics; e-g, for use in- research studies. : —
7. PHS may inform the sexual and/or needle-sharing partner(s) of a subject 1nd1v1dual who is 1nfected B
~with the human immunodeficiency virus (HIV) of their exposure to HIV, under the followmg
* circumstances: (1) The information has been obtainéd in the course of clinical activities at PHS
facilities carried out by PHS personnel or contractors (2) The PHS employee or contractor has
made reasonable efforts to counsel and encourage the subject individual to provide the information
to the individual's sexual or needle-sharmg partner(s); (3) The PHS employee or contractor v
determines that the subject individual is unlikely to provide the information to the sexual or needle-
sharing partner(s) or that the provision of such information cannot reasonably be verified; and (4) -
The hotification of the partner(s) is made, whenever possible, by the subject. 1nd1v1dual's physwlan
or by a professronal counselor and shall follow standard counselmg practlces

PHS may dlsclose 1nformat10n to State or local pubhc health departments to assist in the
notification of the subject individual's sexual and/or needle-sharing partner(s), or in the verlflcatlon 7
'that the subJ ect 1nd1v1dua1 has notified such sexual or needle sharmg partner(s)

8. Certam dlseases and condltlons 1nclud1ng 1nfect10us diseases, may be reported to- approprlate -
© representatives of State or Federal Government as requlred by State or Federal law.. &
9. Disclosure may be made to authorized organizations which provide health services to subject
' individuals or provide third-party reimbursement or fiscal intermediary functions, for the purpose '
~ of planning for or providing such services, billing or collecting third-party reimbursements..
10. The Secretary may disclose information to orgamzatlons deemed quahfled to carry out quahty
assessment, medical audits or utilization reviews. v
~ 11. Disclosure may be made for the purpose of reporting child, elder or spousal abuse or neglect or any
-~ other type of abuse or neglect as requlred by State or Federal law '

7

o POLICIES AND PRACTICES FOR STORING RETRIEVING ACCESSING RETAINING
_ AND DISPOSING OF RECORDS IN THE SYSTEM

STORAGE N

Records may be stored on index cards file folders, computer tapes and disks (mcludmg optlcal dlSkS)
photography media, microfiche, microfilm, and audio and video tapes. For certain studies, factual data

with study code humbers aré stored on computer tape or disk, while the key to personal 1dent1f1ers is
'stored separately, without factual data in paper/computer files.

RETRIEVABILITY

o Durmg data collectlon stages and follow—up, retrleval is by personal 1dentrf1er (e.g name social security
number, medical record or study identification number, etc.). During the data analysrs stage, data are
‘normally retrieved by the variables of interest (e.g., diagnosis, age, occupation). :

* hitpiioma.od.nih.govipublicMSiprivacy/PAfiles/0200htm o o ' 3/10
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SAFEGUARDS: L : ’

1. Authorlzed Users Access to identifiers and to link frles is strlctly lrmrted to the authorrzed 7

~personnel whose duties require such access. Procedures for determining : authorized access to
identified data are established as appropriate for each location. Personnel, 1nclud1ng contractor

- personnel, who may be so authorized include those directly involved in data. collection and in the
_de31gn of research studies, e.g., interviewers and interviewer supervisors; project managers; and

- statisticians involved in designing sampling plans. Other one-time and special access by other
employees is granted on a need-to-know basis as spec1flcally authorized by the system manager.
Researchers authorized to conduct research on biologic specimens will typically access the system

- through the use of encrypted identifiers sufficient to link individuals with records i n such a manier
that does not compromise confldentlallty of the individual. ' -
2. Physical Safeguards: Records are either stored in locked rooms during off-duty hours locked file
 cabinets, and/or secured computer facilities. For certain studies, personal identifiers and link files
“are separated and stored in locked files. Computer data access is limited through the use of key
words known only to authorized personnel.
3. Procedural Safeguards: Collection and maintenance of data is consistent w1th leglslatlon and
regulatrons in the protection of human subjects, informed consent, confldentrahty and
- confidentiality specific to drug and alcohol abuse patients where these apply:. When anonymous
data is provided to research scientists for analysis, study numbers which ¢can be matched to -
personal identifiers will be eliminated, scrambled, or replaced by the agency or contractor with -
- random numbers which cannot be matched. Contractors who maintain records in this system are
instructed to make no further disclosure of the records. Privacy Act requirements are specifically
- included in contracts for survey and research activities related to this system. The OHS project
~ directors, contract officers, and project officers oversee complrance with these requirements.” -
Personnel havmg access are trained in Privacy Act requirements. Depending upon the sensrt1v1ty of
the information in the record, additional safcguard measures may be employed. :
4. Implementation Guidelines: These practices are in compliance with the standards of Chapter 45- 13
~ of the HHS General Administration Manual, "Safeguarding Records Contained in Systems of =
‘Records," supplementary Chapter PHS hf: 45-13, and the HHS Automated Informatlon Systems
Security Program Handbook :

o 'RETENTION AND DISPOSAL

. Records are retained and dlsposed of under the authorrty of the NIH Records Control Schedule contamed
in NIH Manual Chapter 1743, Appendix 1B."Keeping and Destroying Records" (HHS Records :
Management Manual, Appendrx B-361), item 3000-G-3, which allows records to be kept as long as they
are useful in scientific research. Collaborative Perinatal PI‘OJeCt records are retained in accordance with

" jtem 3000-G-4, which does not allow records to be destroyed Refer to'the NIH Manual Chapter for
spe01flc condltlons on d1sposal or retention 1nstruct10ns

| SYSTEM MANAGER(S) AND ADDRESS(ES)

See Appendrx I for a lrstmg of current System Managers ThlS system is for use by all NIH Instrtutes and
Centers. ‘ : .

NOTIFICATION PROCEDURE:
" To determine if a record exists, write to the appropriate IC Privacy Act Coordinator listed below. In cases
where the requester knows specifically which System Manager to contact, he or she may contact the

System Manager directly (See Appendrx I). Notlfrcatron requests should include: md1v1dual's name;

hﬂpr/loma.od.nlrh.gov/_ptbhclMS{pnvacylPAﬁles/OZOO.htm - o . - o ) - 410
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current address date of birth; date place and nature of participation in spec1f1c research study, name of
individual or organization administering the research study (if known); name or description of the
research study (if known); address at the time of participation; and in specific cases, a notarized ,
statement (some highly sensitive systems require two witnesses attesting to the individual's identity). A
requester must verify his or her identity by providing either a notarization of the request or by submlttlng

a written certification that the is who he or she-claims to be and understands that the knowmg and willful
request for acquisition of a record pertaining to an 1nd1v1dual under false pretenses is a criminal offense
under the Act subject to a five thousand dollar fine. , o

Indmdualswrllhegranteddneetaeeesstotherpmedrealrecords unlesstheS;ytstenLl&éIanagerdeterrmnesiﬁ
that such access is likely to have an adverse effect (i.e., could cause harm) on the individual. In such | '

" cases when the System Manager has determined that: the nature of the record information requ1res

- medical 1nterpretat1on the subject of the record shall be requested to des1gnate in writing, a responsible
representative who will be willing to review the record and inforth the subject individual of its contents at
 the representative's discretion. The representative may bea physician, other health profess1onal or other
responsible individual. In this case, the medical/dental record will be sent to the desrgnated .
representative. Individuals will be informed in writing if the record is sent to the representative. This

- same,procedure will apply in cases where a parent or guardian requests notification of, or access to,a
-child's or incompetent person's medical record. The parent or guardian must also verify (prov1de :
‘adequate documentation) their relatronshlp to the child or incompetent person as well as his or her own -
'1dent1ty to prove their relat1onsh1p :

' If the requester does not know which Inst1tute or Center Prlvacy Act Coordlnator to contact for -

" notification purposes, he or she may contact directly the NIH Privacy Act Officer at the followmg
address: NIH Privacy Act Officer, Office of Management Assessment 6011 Executrve Blvd., Room

- 601L Rockv1lle MD 20852. : ,_ , , - , Lo

| NIH Prlvacy Act Coordmators

Associate Director for Disease Prevention, Offrce of the D1rector (OD) Bu1ldmg l Room 260, 1 Center
Drive, Bethesda MDr 20892

" Prrvacy Act Coordmator Clinical Center (CC) Bu11d1ng lO Room 1N208 10 Center Drlve Bethesda
MD 20892 '

Prrvacy Act Coordmator National Center for Complementary and Alternatlve Medlclne (N CCAM)
'Bu11d1ng 31, Room 2B11, 31 Center Drlve ‘Bethesda, MD 20892-2182. -

~ Privacy Act Coordlnator Nat1onal Cancer Instrtute (NCI) Bulldmg 31 Room 10A34, 31 Center Drlve
, Bethesda MD 20892. : : ,

Privacy Act Coordinator, National Center on M1nor1ty Health and Health Dlspar1t1es (NCMHD)

- _' l)emocracy Plaza 11, Koom 800, 0707 l)emocracy Boulevard Bethesda MD20892-5465.

Prrvacy Act Coordmator Natronal Center for Research Resources (N CRR), Rockledge L Room 5140,
- 6705 Rockledge Drlve Bethesda, MD 20892 ‘

Prlvacy Act Coordmator Nat1onal Eye Institute (NEI) Bu11d1ng 3l Room 6A32 31 Center Drive,
Bethesda MD 20892-2510.

| 'Pr1vacy Act Coordinator, Natlonal Human Genome Research. Instrtute (NHGRI) Burldmg 10, 3C710, lO
~ Center Drive, Bethesda, MD 20892. ,

http://oma.od.nih. gov/pmthMS/pﬂvacyl_PAﬁleSIOZOO hm o : ) : Coe : 510
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Privacy Act Coordlnator Natronal Heart, Lung, and Blood Inst1tute (NHLBI) Bulldmg 31 Room 5A33 ‘
31 Centerlrlve Bethesda MD.20892. e T e T E L TE NI S .

Prrvacy ActTCoordmator Nat1ona1vInsh lute'on Agmg (NIA) Gateway Bulldmg 31 Room 2C234 7201

Privacy Act Co ator, National Insti uteon Alcohol Abuse and Alcohollsm (NIAAA)AWﬂlco
”*Burldmg, Room 400 6000 Execut1ve Boulevard Bethesda MD 20892 7003 o

o Prrvacy Act Coordmator Natronal Instltute of Allergy and Infect1ous Drseases (NIAID) 6700 B
, Rockledge Dr1ve Room 2143 Bethesda MD 20892 - o

 Privacy Act Coordmator Natronal Instrtute of Arthr1t1s and Musculoskeletal and Skm Dlseases |
o (NIAMS) Natcher Burldrng, Room 5A849, 45 Center Dr1ve Bethesda MD 20892 '

: -:Prrvacy Act. Coord1nator Nat1onal Instltute of Bromedlcal Imagmg and B10eng1neer1ng (NIBIB)
R Burldmg 31, Room 1B37 31 Center Drive, Bethesda MD 20892-2077 ' _

Prlvacy Act Coordlnator Nat1onal Instrtute of Chlld Health and Human Development (NICHD)
Bu1ld1ng 31 Room 2A11 31 Center Dr1ve Bethesda MD 20892 RS

‘Prrvacy Act Coord1nator Off1ce of Extramural Affa1rs Natlonal Instltute on Drug Abuse (NIDA)
_.Neurosc1ence Center 6001 Execut1ve Boulevard Room 3158 Bethesda MD 20892 9547

Prrvacy Act Coordmator Natlonal Instltute on Deafness and Other Commumcat1on Dlsorders (NIDCD) ‘
'Burldmg 31, Room 3C02 31 Center Drive, Bethesda MD 20892 ' ‘ :

| Prlvacy Act Coordrnator Nat1onal Institute of Dental and Cran1ofac1al Research (NIDCR) Natcher S
_Bu1ld1ng, Room 4AS25 45 Center Drive, Bethesda MD 20892- 6401 R PR :

.....

| :\Bu1ld1ng 31 Room 9A47 31 Center Drrve Bethesda MD 20892

o Prlvacy Act Coordmator Natlo "l“Inst1tute of Envrronmental Health Smences (NIEHS) P. O Box 12233, B
_Research Triangle Park NC 27709

’ ,'Pr1vacy Act Cobrdinator; Natlonal Inst1tute of General Med1cal Scrences (NIGMS) Natcher Burldlng, -
/Room 2AN32, 45 Center Dr1ve Bethesda MD 20892 ,.

. Prrvacy Act Coordmator National Instrtute of Mental Health (NIMH) Neurosc1ence Center 6001 S
' fy‘Execut1ve Boulevard Room 8102, Bethesda MD 20892.

Privacy Act Coordinator, Natronal Thstitute of Neurolog1cal Dlsorders and Stroke O\IINDS) Bulldmg 31
Room 8A33 31 Center Dr1ve Bethesda MD 20892 : , _

| Pr1vacy Act Coordmator Nat1onal Institute of Nursmg Research O\IINR) Rockledge II Room 710, 6701 : a
Rockledge Drrve Bethesda MD 20892 o ’

| RECORD ACCESS PROCEDURE

Same as. Notrflcatlon Procedures Requesters should reasonably specrfy the record contents belng sought
| An 1nd1v1dual may also request an accountlng of drsclosures of his/her record 1f any

’ mtptlloma.od.nlh.gov/ptbl|cIM\S[pnv,acylPAﬁIes/0200.htmr. S o i T e 8o
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CONTESTING RECORD PROCEDURE '

- Contact the appropnate official at the address speciﬁed under Notification Procedure, and reasonably
identify the record, specify the information being contested, and state corrective action sought, with
supportmg mformatlon to show how the record i is 1naccurate 1ncomplete untrmely, or 1rrelevant

RECORD SOURCE CATEGORIES

: The system contains 1nformat10n obtamed directly from the subject 1nd1v1dua1 by interview (face-to-face
or telephone), written questionnaire, or by other tests, recording devices or observations, consistent with
legislation and regulation regarding informed consent and protection of human subjects. Information is

- also obtained from other sources, including but not limited to: referring medical physicians, méntal
health/alcohol/drug abuse or other health care providers; hospitals; organizations provrdrng b1ologrca1
specrmens relatrves guardrans schools and clmrcal medlcal research records.

SYSTEMS EXEMPTED FROM CERTAIN PROVISIONS OF THE ACT:
B None" | e
Appendix L: System Manager(s) and Address(es)

Assoclate Dlrector for Disease Preventlon Ofﬁce of'the Drrector (.D) Bu1ld1ng l Room 260 1 Center
~Drive, Bethesda, MD 20892 ,

Computer Systems Analyst D1v1sron of Cancer Treatment and Dragnosrs National Cancer Inst1tute o
(NCI) Executive Plaza North, Room 344 6130 Executive Boulevard Bethesda, MD 20892

Amerlcan Burkrtt’s Lymphoma Re grstry, D1v1sron of Cancer Etiology, Natronal Cancer Instltute (NCI)
, Executlve Plaza North, Surte 434, 6130 Executive Boulevard Bethesda MD 20892

Chief, Genetrc Eprdemrology Branch Drvrsron of Cancer Eprdemlology and Genetrcs Natronal Cancer
Inst1tute (NCI) Executlve Plaza South, Room 7122, 6120 Executlve Boulevard, Bethesda MD 20892-
7236 , v

Program D1rector Research Resources Brologrcal Carcmogenesrs Branch D1vrs1on of Cancer Etiology,
- National Cancer Institute (NCI), Executrve Plaza North Room 540, 6130 Executrve Boulevard
' Bethesda MD 20892 ' o : ,

Chlef Envrronmental Epldemlology Branch D1vrsron of Cancer Etrology, Natronal Cancer Instltute -
(NCI) ExecutrVe Plaza North Room 443 6130 Executrve Boulevard Bethesda MD 20892.

| Assocrate Drrector Surverllance Program D1v1sron of Cancer Preventron Natronal Cancer Instltute
N (NC ) Executrve Plaza North Room 343K 6130 Executive Boulevard Bethesda MD 20892 A

Head Brostatrstrcs and Data Management Sect1on Center for Cancer Research Natronal Cancer Instrtute
(NCI) Bulldmg 6116, Room 702 61 16 Executrve Boulevard Bethesda MD 20892 ' ' '

" Chref Clrnrcal Research Branch Center for Cancer Research F rederrck Cancer Research and , :
"Development Center, Natronal Cancer Instltute (NCI) 501 W 7th Street, Room 3, Frederick, MD 21702 .

Deputy Branch Chref Navy Hosprtal NCI-Naval Medical Oncology Branch Center for Cancer
Research National Cancer Instrtute (NCD), Burldrng 8, Room 5101 Bethesda MD 20814.
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Chief, Pharrnaceutlcal Management Branch Cancer Therapy :Evaluation Program Division of Cancer ,
Treatment and Diagnosis, National Cancer Instrtute (NCI) Executrve Plaza North Room 804 6130 ,
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