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Federalwide Assurance (FWA) for the Protection of Human Subjects
Faor Domestic (U.S.) Institutions
1. Institution Filing Assurance
L agal Name: INDIAN HLTH SERVICE (DHHS)
City: ROCKVILLE State: MD
DHHS Instivtlensl Profile Code:
Faderol Entity identification Numbar (EIN). 52-0821668
This Assursniy replaces:
2. Instilutional Components
List below i componernts over which the Institution has legal puthority that operate under o differant
nams. Aleo st with an ashrizk (™) any altamate namas uhder which the Instiution operates. The
Inatitution should have availablo for review by tha Offica for Human Research Protections (OHRP) upon
request a brief deseription and line diagram explaining the interrslntionships amang the Assuranca
Signatory Official, the Insihutional Review Baard (IRB), IRB support staff, an investigators in these
Various components.
NOTE: The Signatory Official signing Wiz Assurance must be lepally authorized to represont the
Institution providing this Assurance and all companants isted below. Entites thet the Signatory Official
ix not jegally autharbwd to reprosent may not be Rzted hero without the prior approval of OHRP.
Name of Component or Altemate Names Used City, State (or Country if Outside U,S,) T
ALASKA NATIVE TRIBAL. HLTH CONSORTIUM ANCHORAGE, AK
SOUTHCENTRAL FOUNDATION ANCHORAGE, AK -

PHOENIX INDIAN MEDICAL CENTER PHOENIX, AZ .
CROWNPOQINT SERVICE UNIT CROWNPOINT,NM 2" AM (
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Institution Nams: INDIAN MLTH SERVICE (DHHS)

OMBE No. 09800278
Approved for ue through 1/31/2008

3. Statement of Principles

This Ireditution assunes that afl of i3 aciviies relsted to humen subjedts research, regerdans of funding
source, will be guided by the ethical principias In tha following docanmenta:

THE BELMONT REPORT

4. Applicability:

(0) This IN3XMLoON asures that whenever it engages in human subjects research conductad or

supponiad y sny fedaral department or agency that has adeptad tha Feders! Policy for tha Protection of Human
Subjeets, known as the Common Rule, the Insithution will comply with #m Tarms of the Federsiwide Assurance
for Instutions Within the Unitad Stabes (cohtalnad in 8 separata documeant on the OHRP

wabzite), unless the researeh is olherwise exempt from the requirements of tha Commaon Rula or a department
or agency GKiUCing or supporting the raaearch hae determined that the research shall be covared

by » soparate assurance.

() Optional: This Institution elects to apply the following to all of its human subjects research regardiezs
of the source of support, except for maaarch that Is coverad by a separate assurance:

The Common Rule and subparts B, C, and D of the HHS reguiations ot 45 CFR pant 46

5. Designation of Institutional Review Boards (IRBs)

This tnetintion designates the fallowing IRB(S) for review of research undar this Assurance (If the IRE has not previously!
registarad with HHS or has not provided a mambership roster to HHE, pleass sttibmit to OHRP the
appropriate IRB repistration materluls which ara avallable on the OHRP wabsite),

NOTE: Reflanco on thw IRD of snother instihriion ar anganizetion oF an independent IRE mis! ba documnented

by a written sgryement that is avalleble for review by OHRP upon request OHRP'x zampla IRB

Authorizetion Agresmant may b used F this purpose, or the parties kveived may develon their own agreement.
Futvre designation of other IREa mquires an updata of the FWA_

HHS IRB Reglatration Number Name of {RB Aa Ragistwres with HHS

TRBOOOO0S3S INDIAN HLTH SERVICE IRB #1 - ABERDEEN AREA
IRBOO00DE3S INDIAN HLTH SERVICE |RB #2 = ALASKA AREA
IRBOODODG38 INDIAN HLTH SERVICE (RB M5 - BILLINGS AREA
IRBOOOOOSA0 INDIAN HLTH SERVICE IRB #7 - NASHVILLE AREA
IRBQUO00S4 1 INDIAN HLTH SERVICE IRB %8 - NAVAJO NATION
IRBOGODOG42 INDIAN HLTH SERVICE IRB #9 - OKLAHOMA CITY AREA

IRBO0O0GS43 INODIAN HILTH SERVICE RS #10 - PHOENIX AREA
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IRBOOO00646 INDIAN HLTH SERVICE IRB #13 - NATIONAL (HEADQUARTERS)

6. Human Protections Administrator (e.g., Human Subjects Administrator or Human Subjects Contact Person)

Last Name: TRACHTENBERG
-~

Middie jnittal:
Institutional Tithe: ACTING RESEARCH DIRECTOR

Flrst Name: ALAN
Degrees or Suffix (e.g-, MD, FhD); MO, MPH

In=ftution: INDIAN HEAL TH SERVICE (DHHS)
Telophane: (301) 443-0578 FAX; (301) 443-

——

E-mall: ALAN, TRACHTENBERG@IHS GOV o—

Address: 801 THOMPSON AVE
TMP 430

Chty: ROCKVILLE Stote; MD Zip Code; 20852

NOTE: Inatitutions operated by the U.$. Gavemment may need to obtaln department or ageney
clearancs prior 10 submission of the FWA to OHRP. Pleatsa contag the relevant department or
agoncy Human Subjact Protections Officer bafors forwarding this Assurance o OHRP.
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7. Signatory Official (1.e., Official Limally Authorized to Represent the institution \
-~ cannot ba IREB Chalmerson or IRB member) ‘

| understand that the Assurance Traming Madules on the OHRP webshte describa the respensibilities of the Signatary Officlsl,
the IRB Chair(s), and tha Human Protections Administrator under this Assurance. Additionally, | resognize that provicing
resaarch investigators, IRE mesmbers and stall, and other relevant personned with appropriate initial and continuing

education about Muman subjoct protections Wil hsip ansure that the requirements of this Assurence are satisfied.

Acting officially in an authorized capadily on behalf of this Instiution and with an undesstanding of tha Institution's

responaibiities under this Assurance, | @ssure protectons for human subjects as specified above, The IRB(8) ‘
designated above are 1o provide review for all rEsaarch b which this Assurance appiies. The designated IRB(s) wil |
comply with the Tenms of the Fedaralwide Azsurahcs for Instihitions Within e United States and possess appropnate |
knowiedge of the loga) context in which this Inatitution's maearch will be conducted, |

Al information provided with this Assarance is up-to-date and accurate. | om aware that false statements
could be causs for invakdating thia Assurance and may lead o other administrative or legal action.

s TRL PO, 20 o7

| Riehared M Church

|

| First Nama: RICHARD Middbe Initial: M Liast Name: CHURCH

| Dogrees or Suffix (a.0.. MD, PhD): PHARM.D. Institutional Tis: DIRECTOR, OFFICE OF PUBLIC HEALTH SUPPORT
Insfitution: INDIAN HEALTH SERVICE (DHHS)

\ Telaphona: (301) 443-0222 FAY: E-malt:

| Addrase; 801 THOMPSON AVE

‘ Chy: ROCKVILLE State: MD Tp Code: 20852
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8. FWA Approval

TheFed-'alwiduAmmmmePleoﬂhman Subjects for Insthriions Within the United States
submittad to HHS by the ahove: Instiution Iz hereby opproved.

rssurance Numper.  §\rd] QOO ¥8TY  Eximtanpate: S .22 /)

Signatre of HHS Approving Official; ﬁ ot S—=2~07

L 4

Hal Blatt, DDS
OHRP/OPHS/OS/DHHS

1101 Wootton Parkway, Suite 200
Rockville, Maryland 20852
Telephone: 240-453-8232

Fax: 240-453-8202

Public burden for thia collection of information i estimated b everapa twa hours for 2 new FWA fifing and lesa than an hout for an FWA renewsl of
update. An agengy may not conduct or sponsor, and & parson is not requined to espond to, a collection of infsmation unless it displays 8 currently valld
OMB aontrol mamber. Send commemts reganding this burden estimate or any othar aspect of this tollection of information, including suggestdons for
reducing this burden to: O8 Repont Clearance Officer, Room 503, 200 Indoperdence Avenue, SW., Washington, DG 20201,

Do net retum tha complatad form to this addrass.

< "3&__ _)




