o SERVICE,

: —/ DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

g Assistant Secretary for Public Affairs
Washington, D.C. 20201

Case No. 2021-00092-FOIA-PHS
December 01, 2020

Sent via email:

Ms. Elizabeth A Brehm
Attorney

Siri & Glimstad

200 Park Avenue

Floor 17

New York, NY 11786
Foia@sirillp.comm

Dear Ms. Brehm:

This letter is the final response to your October 11, 2020, Freedom of Information Act (FOIA)
request. Specifically, you requested the following records:

“1.Any and all documents and communications concerningGrant Number R18 HS017045, given
to Principal InvestigatorRoss Lazarus from Harvard Pilgrim Health Care, Inc., by theAHRQ
(the ““Grant’). This should include, but is not limited to,any and all documents and
communications concerningproposals for the Grant, awarding of the Grant, and evaluationof the
Grant.

2.Any and all documents and communications with RossLazarus, Michael Klompas, or Steve
Bernstein, (the “GrantPersonnel’”) concerning the Vaccine Adverse Event ReportingSystem
(“VAERS™). This request should include, but is notlimited to, any documents or communications
concerning givingthe Grant Personnel access to, permission to use, permission tointeract with,
or permission to submit data to VAERS.

3.Any and all documents and communications concerning both(a)the Grant or the Grant
Personnel, and (b) the VAERS. This request should include, but is not limited to, any internal
documents or communications concerning giving the Grant Personnel access to, permission to
use, permission to interact with, or permission to submit data to VAERS.

4. Any and all documents and communications concerning the report entitled “ELECTRONIC
SUPPORT FOR PUBLIC HEALTH: VALIDATED CASE FINDING AND REPORTING FOR
NOTIFIABLE DISEASES USING ELECTRONIC MEDICAL DATA,” by Lazarus R., Klompas
M., Campion FX, et al. published in the Journal of the American Medical Informatics
Association’s Jan-Feb 2009 edition; 16(1):18-24, available at
https://healthit.ahrqg.gov/sites/default/files/docs/publication/r18hs017045-lazarus-final-report-
2011.pdf (the “Report™)..”

The Agency for Healthcare Research and Quality (ARHQ) conducted a search and located 446
pages of responsive records. After a careful review of these pages, | have determined to release
428 pages in part, with portions redacted, pursuant to Exemptions (b)4), (b)(5), and (b)(6) of the
FOIA (5 U.S.C. 8552 (b)(4)(b)(5)(b)(6)) I have also determined to withhold 18 pages in their
entirety, pursuant to Exemptions (b)(6),of the FOIA (5 U.S.C. 8552 (b)(6) ).

FOIA exemption (b)(4) permits the withholding of trade secrets and commercial or financial
information that is privileged or confidential. The information withheld consists of pricing and
commercial information.


mailto:Foia@sirillp.comm

FOIA exemption (b)(5) protects inter-agency or intra-agency memoranda or letters which would
not be available by law to a party other than an agency in litigation with the agency. This
exemption protects documents that would be covered by any privilege an agency could assert in
a civil proceeding. These privileges include, among others, the deliberative process privilege,
the attorney-client privilege, and the attorney work-product privilege. In this instance, the
process privilege applies.

FOIA exemption (b)(6) permits a Federal agency to withhold information and records about
individuals in “personnel and medical files and similar files, the disclosure of which would
constitute a clearly unwarranted invasion of personal privacy.” The definition of “similar files”
has historically been broadly interpreted to include a wide variety of files, and the United States
Supreme Court has held that Congress intended the term "similar files" to be interpreted broadly,
rather than narrowly. I have analyzed these records and find they meet the threshold requirement
of this exemption. Additionally, I have reviewed and weighed the public interest in disclosure of
this information against the privacy interest in nondisclosure, and found that the privacy interest
outweighs the public’s interest in disclosure.

If you believe the information withheld should not be exempt from disclosure, or this response
constitutes an adverse determination, you may appeal. By filing an appeal, you preserve your
rights under FOIA and give the agency a chance to review and reconsider your request and the
agency’s decision.

Your appeal must be postmarked or electronically transmitted within 90 calendar days of the date
of this letter, to

Mr. Mark Weber

Acting Deputy Agency Chief FOIA Officer

U.S. Department of Health and Human Services
Office of the Assistant Secretary for Public Affairs
Room 729H

200 Independence Avenue, S.W.

Washington, DC 20201

Please clearly mark both the envelope and your letter “Freedom of Information Act Appeal.”
You may also e-mail your appeal to: HHS.ACFO@hhs.gov.

If you would like to discuss our response before filing an appeal to attempt to resolve your
dispute without going through the appeals process, you may contact the HHS FOIA Public
Liaison for assistance at:

HHS FOIA/PA Public Liaison

FOI/Privacy Acts Division

Assistant Secretary for Public Affairs (ASPA)

Office of the Secretary (OS)

U.S. Department of Health and Human Services (HHS)
200 Independence Avenue, SW, Suite 729H
Washington, DC 20201

Telephone: (202) 690-7453
Fax: (202) 690-8320
E-mail: HHS FOIA Public Liaison@hhs.gov

If you are unable to resolve your FOIA dispute through our FOIA Public Liaison, the Office of
Government Information Services (OGIS), the Federal FOIA Ombudsman’s office, offers


mailto:HHS.ACFO@hhs.gov
mailto:HHS_FOIA_Public_Liaison@hhs.gov

mediation services to help resolve disputes between FOIA requesters and Federal agencies. The
contact information for OGIS is:

Office of Government Information Services
National Archives and Records Administration
8601 Adelphi Road-OGIS

College Park, MD 20740-6001

Telephone: 202-741-5770
Toll-Free: 1-877-684-6448
E-mail: ogis@nara.gov
Fax: 202-741-5769

There are no charges in this instance because the billable costs are less than our threshold of $25.

Enclosure(s)

Sincerely yours,

Wakema Witliams faﬁ

Brandon J. Gaylord
Director
FOI/Privacy Acts Division


mailto:ogis@nara.gov
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Holman, Suzanne (AHRQ/OPART/GM)

From: Holman, Suzanne (AHRQ/OPART/GM)
Sent:  Monday, November 05, 2007 2:27 PM
To: "Julie_Dunn@harvardpilgrim.org'
Subject: RE: IRB Approval for 1 R18 HS017045-01

Thanks for letting me know and following up so quickiy!

Suzanne Holman

From: Julie_Dunn@harvardpilgrim.org [mailto:Julie_Dunn@harvardpilgrim.org]
Sent: Monday, November 05, 2007 2:24 PM

To: Holman, Suzanne (AHRQ/OPART/GM)

Cc: ross.lazarus@channing.harvard.edu

Subject: Re: IRB Approval for 1 R18 HS017045-01

Hello Suzanne,

Thank-you for this follow-up. We are currently responding to a few questions that the IRB posed during the 10/18 meeting.
Following the submission to address these questions (which will hopefully happen this week), we will expect to receive a final
approval letter shortly, at which time | will send along to you.

Regards,

Julie

e s e e gt s et i e e sl e e o e e e e e e e o o el e e ke e ol ok sk e e e s e v o o e e e el e e e

Julie D. Dunn, MPH

Project Manager - PharmacoEpidemiology / Health IT
Department of Ambulatory Care and Prevention
Harvard Medical School / Harvard Pilgrim Healthcare
133 Brookline Ave, 6th Floor

Boston, MA 02215

Phone: (617) 509-9880 / Fax: (617) 509-9857
www.dacp.org

"Holman, Suzanne (AHRQ/OPART/GM)" To Julie_Dunn@harvardpilgrim.org
<Suzanne.Holman@AHRQ.hhs.gov> ¢ ross.lazarus@channing.harvard.edu

11/05/2007 02:12 PM Subject IRB Approval for 1 R18 HS017045-01

Dear Julie Dunn,

The last correspondence | had from you said that there was an IRB meeting scheduled for October 18, 2007.
Please let me know any information about IRB approval you have from that meeting. Thanks!

Suzanne Holman
Grants Management Specialist
Office of Performance, Accountability, Resources, and Technology; Grants Management

11/5/2007
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Principal Investigator/Program Director (Last, first, middle): Lazarus, Ross

Fax sent by @ +1 484 639 8834 IMMUN SAFETY CDC ATL 82-82-87 21:43 Pg: 373

sure to arise, to develop standards goveming which events: should ‘be reported, and to
support the randomized clinical trial that you will conduct to evaluate the nmpact of th:s
system. _ :

- Finally, | will mention that it makes great sense to me to build this wark on the exrsmg
pfograms and activities of Harvard's CDC-wppmed Centter of Excaftence in Public -
Health Inforrpatics. Combining the accumulated resources arid expertise of the Center
of Excellence and VSD will allow you to make great strides qwddy R

Smcereiy yours,

Robert L. Davis, MD, MPH
Director, Immunization Safety Office
Centers for Disease Prevention and Control
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Ms. Barbare E. Biersr, M.D. -2~ September 25, 2006

office at the address shown below for each fiscal year your
institution claims costs under grants and contracts awarded by che
Federal Govexrnment. Thia pxoposal is due within six months aftexr
the close of your fiecal year. Therefore, a proposal for fisecal

year ending Septembexr 30, 2007 will be due in my office not later
than ‘March 31, 2008. ‘The proposal will be used to establigh
ratas/amounteé for the fiscal year subsequent to the last period
covered by an approved final, fixed, or predetermined rate(s).
Failure to submit a timely proposal will be interpreted as a
forfeiture of reimbursement for indirect costa. Therefore, unless

8. proposal ei xch 3 08 ure A de by the
E‘Eﬂm =L A0L L0 and Human Sexyviges wil be for dire o5k
=)s Al ana _will ok_pro e _Yroxr the BCOVEery of costs ontained in

CIC 2EL0 graimed against awards

e liOWaANDGas

If you are unable to submit Your proposal by the prescribed date,
you may request an extension. This request mhst be submitted prior
to the due date of tha proposal and must contain a Justification
for the extension and the date tha propoaal will be submitted.

Your proposal and relevant correspondance should be addressed to:

Department of Health and Human Services
Division of Cost Allocation

26 Federal Plaza, Room 41-122

New York, New York 10278

(212) 264-1823

In addition, please acknowledge your concurrence with the comments

and conditions ocited above by sig_r;;.ng this letter in the mpace

provided below and FAX (212-264.5 ) it to me with the enclosed
negotiation agreement,

O 4\ (R

iobert I Aarxonson
Director, Division of
Coat Allocation

o s - &’Nﬂ

DB/25/08 MON £3:03 ([TX/RX NO §819)

































FDA/ORA Debarment List - Current List for Public View

Fogari, Robert [07/08/1993 | Permanent~* |[07/08/1993 58FR36691
A. N
Rodriquez, Juan [|[07/26/1993 | Permanent” 07/26/1993 58FR39819
Manuel
Shulman, 08/27/1993 || Permanent” 08/27/1993 58FR45340
Robert NMI
Shah, Dilip 08/31/1993 | Permanent~* |[08/31/1993 58FR45899
Desai, Kanubhai | 10/06/1993 | Permanent~ 10/06/1993 58FR52111
c.
Matkari, 10/20/1993 ||[Permanent~* |[10/20/1993 58FR54156
Rajaram K.

06/13/2000 |Withdrawn++ | 06/13/2000 |65FR37154
Dicola, Charles |[11/05/1993 | Permanent~* |[11/05/1993 58FR59044
G.
Hossain, 11/05/1993 [ Permanent~* |[11/05/1993 58FR59046
Liaquat
Pai, Daphne 11/05/1993 |[Permanent”~* [11/05/1993 58FR59048
(aka Lau,
Daphne)
Bansal, Padam [[11/29/1993 | Permanent~* |[11/29/1993 58FR62674
C.

03/11/1997 (|Sp.Trmnation+ |03/11/1997 (62 1212
Donnelly, Mary [11/29/1993 [ Permanent” 11/29/1993 58FR62675
Perkal, Mark B. [|11/29/1993 || Permanent” 11/29/1993 58FR62676

09/11/1998 |Sp.Trmnation+|09/11/1998 |63FR48733
Long, Susan M. |[12/23/1993 |Permanent~* [[12/23/1993 58FR68147
Bae, Kun Chae |(12/30/1993 |Permanent~* |[12/30/1993 58FR69368
Brancato, David ||01/06/1994 | Permanent~* |01/06/1994 [59FR00751
J. .
Shah, Satish R. [[08/01/1994 | Permanent~* [08/01/1994 |59FR38983
Patel, Ashok 11/08/1994 ||[Permanent”~* (11/08/1994 {59FR55670
Kletch, Walter [|11/29/1994 [ Permanent~* |[11/29/1994 |59FR60989
S.
Ryan, Patrick T. [11/29/1994 | Permanent”® 11/29/1994 |[59FR60992

FR Correction [|01/17/1995 |60FR03451

Shah, Atul 12/05/1994 | Permanent~* [12/05/1994 |59FR62399

http://www.fda.gov/ora/compliance_ref/debar/default.htm

Page 2 of €

8/17/2007



FDA/ORA Debarment List - Current List for Public View

03/11/1997 [ Sp.Trmnation+ [03/11/1997 (62FR11212
Mendell, Arnold |12/21/1994 | Permanent~* |[12/21/1994 [ 59FR65773
S.
Quamruzzaman, |[11/18/1993 | Permanent~# (12/30/1994 |[59FR67709
Abu
Morris, Andrew [05/16/1994 | Permanent~# [|01/11/1995 |60FR02767
Shainfeld, 03/10/1995 Permanent~# [02/28/1996 |61FR07521
Frederick Jay
Copanos, John (03/11/1996 | Permanent~* [03/11/1996 |[[61FR09711
D.

FR Correction [04/18/1996 |61FR16975

Bushlow, John |[[03/22/1996 |Permanent~* |0 1996 1846
w.
Chatterji, Dulal [[11/01/1995 |[Permanent~# [01/22/1997 ||62FR03297
.

06/11/1998 | Sp.Trmnation+[06/11/1998 |(63FR32013
Mays, Gary D. |[01/24/1997 |5 years% | 01/24/1997 |62FR03703
Garfinkel, Barry [|04/02/1997 |[Permanent~* |[04/02/1997 |162FR1573
D.
Elbert, Robert [|04/03/1997 [Permanent~* [04/03/1997 (62FR15902
Sacher, Robert [08/11/1997 { Permanent” 08/11/1997 |62FR42998
E;
Islam, Amirul 08/27/1997 | Permanent”# |[08/27/1997 |62FR45423

10/09/2003 || Sp. 10/09/2003 |68FR58352

Trmnation+

Banks, Norma |[08/28/1997 |Permanent”® 08/28/1997 |62FR45667
D.
Herman, 10/17/1997 | Permanent” 10/17/1997 |62FR54117
Hedviga
Rana, Nandlal 10/20/1997 || Permanent” 10/20/1997 (|62FR54462
Anthony, James || 11/07/1997 | Permanent” 11/07/1997 |62FR60249
Michael
Feuer, Scott 06/02/1998 (5 years% 06/10/1998 |63FR31789
Kostas, 06/25/1998 ||Permanent~* ||06/10/1998 |63FR34652
Constantine 1.
Girdhari, 01/21/2000 |[Permanent~* |01/21/2000 | 65FR03454
Premchand

http://www.fda.gov/ora/compliance ref/debar/default.htm
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FDA/ORA Debarment List - Current List for Public View

Elsharaiha, 09/29/2000 [ Permanent” 29/2000 (65FR58555
Rami .
Marcqs, Jay 09/29/2000 (|5 years% 09/29/2000 |65FR58556
Uddin, 09/29/2000 [ Permanent” 09/29/2000 ||65FR58557
Mohammad NMI .
Petrik, Craig H. [04/30/2002 | Permanent” 04/30/2002 (67FR21255
Fiddes, Robert [11/06/2002 |20 years% 11/06/2002 |67FR67628
A.

01/21/2003 |FR Correction |[01/21/2003 [58FR2784
One person 11/06/2002 || Rescission!!! 01/16/2003 |68FR2339
removed
from list
Lai, Elaine Yee- |[11/13/2002 |5 years% 11/13/2002 |67FR68877
Ling

FR Correction |[11/23/2003 [68FR03264

Charpentier, 12/02/2002 {5 years%* 12/02/2002 |67FR71574
Laverne M.
Peugeot, Renee [01/13/2003 |[Permanent” 01/13/2003 |68FR1619
Snyder, Jr., 01/13/2003 |Permanent” 01/13/2003 |68FR1619
Harry W.
Kokes, Edwin 04/30/2003 | Permanent” 04/30/2003 |68FR23138
Theodore, 08/05/2003 | Permanent” 08/05/2003 (68FR46197
Thomas Ronald
Borison, Richard | 09/30/2003 |10 years% 09/30/2003 |68FR56298
L.
Sardesai, Suhas [[09/30/2003 | Permanent” 09/30/2003 |68FR56299
V.
Striefsky, 09/30/2003 || Permanent” 09[30[2003 68FR56300
Edmund J.
Courtney, 10/20/2003 || Permanent” 10/20/2003 [|68FR59942
Robert Ray
Bhutani, Baldev [|12/02/2004 || Permanent” 12/02/2004 | 69FR70148
Raj
Caro Acevedo, |03/24/2005|5 years% 03/24/2005 |70FR15107
Eduardo
Rodgers, Jr., 07/28/2005 |5 years% 07/28/2005 ||71FR43699

Thomas M.

http://www.fda.gov/ora/compliance ref/debar/default.htm
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FDA/ORA Debarment List - Current List for Public View

g5

Butkovitz, Anne [|10/17/2006 || Permanent® 10/17/2006 [|71FR61061
L
Kimbéll, James | 01/30/2007 |[Permanent ~ 01/30/2007 | 72FR4269

NOTATIONS:

A Mandatory Debarment (Sec. 306(a))

9% Permissive Debarment (Sec. 306(b))

* Hearing requested and denied.

Acquiesced to Debarment.

Special Termination of Debarment (Sec. 306(d)(4)(C) and (d)(4)(D))
Order to Withdraw Order of Debarment (debarment terminated) (Sec.

++

306(d){(3)(B)(i))

111 Rescission of Debarment Order

aka Also known as

NMI No Middle Initial known to be used

This public list is compiled in accordance with 21 U.S.C. 335a(e) from
notices published in the FEDERAL REGISTER. Firm or individual names
appearing for the first time in a FR notice of debarment are added to the
end of the list. Subsequent FR debarment notices concerning the same firm
or person are posted after the first listing of the firm or individual.

This list is prepared by the Office of Enforcement, Division of Compliance
Policy (HFC-230), 5600 Fishers Lane, Rockville, Maryland 20857; telephone
240.632.6860; FAX 240.632.6861.

"The Disqualified/Restricted/Assurance List for Clinical Investigators," is

located at:

and,

"The Public Health Service Administrative Actions Listing," is located at:
http://silk.nih.gov/public/cbzibje.@www.orilist.html
FEDERAL REGISTER publications from 1994 to date are located on the

internet at:

http://www.access.gpo.gov/su_docs/aces/aces140.html

Debarment certification statements: Draft guidance for industry (PDF)

and Notice of Availability 63 FR 53060 10/02/1998 (Text)

Background information on Debarment: ["FDA Consumer”™ magazine
March 1997 "Inside FDA:Barring People from the Drug Industry”]

Hyperlinks to FEDERAL REGISTER statements are provided where

available. Debarments prior to 1994 are not available online.

http://www.fda.gov/ora/compliance_ref/debar/default.htm
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Excluded Parties List System

EPLS

Search - Current Exclusions

| I

> Advanced Search

> Multiple Names

> Exact Name and SSN/TIN
>MyEPLS

View Cause and Treatment Code
Descriptions

> Reciprocal Codes
> Procurement Codes
> Nonprocurement Codes

Agency & Acronym Information

> Agency Contacts
> Agency Descriptions
> State/Country Code Descriptions

OFFICIAL GOVERNMENT USE ONLY

> Debar Maintenance
> Administration
> Upload Login

http://www.epls.gov/epls/search.do

EPLS Search Results

Search Results for Parties Excluded by

Lemon, Lazarus

Partial Name : Lazarus
Save to MyEPLS

Page: 1

Classification: Individual ; Exclusion Type: Reciprocal ; Address 1:
{ Pittsburgh, PA, 15221 ; DUNS: none } ; Action 1 { CT Code: R,
Agency: OPM } ; Action 2 { CT Code: 21, Agency: HHS } ;

Description: none

Long, Richard Lazarus, Jr.

Classification: Individual ; Exclusion Type: Reciprocal ; Address 1.

{ Santa Barbara, CA, 93110 ; DUNS: none } ; Action 1 { CT Code: R,
Agency: OPM } ; Action 2 { CT Code: Z1, Agency: HHS } ;

Description: none

Page: 1

Back New Search Report Excel XML ASCII Printer-Friendly

Excluded Parties List System

ey
\ e YR
AR

Results 1-20f 2

Page 1 of 1

PseL

L

S

Resources

> Search Help

> Public User's Manual
>FAQ

> Acronyms

> Privacy Act Provisions
> News

Reports

—

> Advanced Reports

Archive Search - Past Exclusions

|

> Advanced Archive Search
> Multiple Names

Contact Information

>Email: support@epls.gov
eplscommenis@epls.qov

>Phone; 1-866-GSA-EPLS
1-866-472-3757

10
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Ambulatory Safety and Q

y: Health IT Sweep-up Funding Memo

- IOM Priority - Measures Areas | - Typeof. | - Settingsof | Geographic Priority
~ Condition ‘Addressed | HealthIT | Care ., ' |- . ‘Locations . | Populations -
Lifestyle behavior EMR, Minorities
HTN recommendations natural Primary care Atanta, GA; {African
role in changes in language practices Portland, OR American),
blood pressure processing women










Ambulatory Safety and G Jty: Health IT Sweep-up Funding Memo 9

Area of | : Intervention/ | Settingsof | - .o .. |- Prierity
Interest | Plisease Type of HIT Care .- Location. . . | populations |
Improved

use of

effective practice-individualized .

alert clinical reminders for Pnnr:zrt?c:re Anni: r:;;an&lE ast chronic care

strategies meds o 9.
for decision

support
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Holman, Suzanne (AHRQ/OPART/GM)

From: Holman, Suzanne (AHRQ/OPART/GM)

Sent:  Tuesday, August 28, 2007 2:14 PM

To: 'Julie_Dunn@harvardpilgrim.org’

Subject: RE: Fw: Proposed Award Number 1 R18 HS017045-01 {Lazarus)

Strange. This time, everything came out normal. Now | can actually read it! However, | probably will not get to it today.

Suzanne

From: Julie_Dunn@bharvardpilgrim.org [mailto:Julie_Dunn@harvardpilgrim.org]
Sent: Tuesday, August 28, 2007 1:26 PM

To: Holman, Suzanne (AHRQ/OPART/GM)

Subject: RE: Fw: Proposed Award Number 1 R18 HS017045-01 (Lazarus)

Hi Suzanne,

Interesting - things looks fine on my end - are you referring to the font within the e-mail or on the attached PDF files? | can attempt to
re-send either / all of these in a different font if you'd like...

Thanks,

Julie

"Holman, Suzanne (AHRQ/OPARTIGM)" To Julie_Du hi rdpilgrim.
<Suzanne.Holman@AHRQ.hhs.gov> ; 0_Sunn@narvandionm.og

08/28/2007 01:14 PM Subject RE: Fw: Proposed Award Number 1 R18 HS017045-01 (Lazarus)

Yes. Just curious why the font came out so small.

Suzanne

From: Julie_Dunn@harvardpilgrim.org [mailto:Julie_Dunn@harvardpilgrim.org]
Sent: Tuesday, August 28, 2007 12:33 PM

To: Holman, Suzanne (AHRQ/OPART/GM)

Subject: Re: Fw: Proposed Award Number 1 R18 HS017045-01 (Lazarus)

Hello Suzanne,

| just wanted to follow-up to ensure that you had, in fact, received the following e-mail with attachments that | submitted to you
yesterday?

Many Thanks,

Julie

8/28/2007
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Other Support for 17045
| Personnel| ward Number  Dates of Award | Percentage
Lazarus Active
2 U01 HLOB5895-05 08/01/05 - 06/30/10 5%
P01 CD000260 01/01/06 - 12/31/08 10%
1 US54 LM008748 08/15/04 - 07/31/07 24%
1 RO1 HGOD3646-01A1 12/01/05 - 11/30/10 33%
1 P01 HL083089 12/01/06 - 11/30/11 20%
1 RO1 HLD66289 04/01/07 - 03/31/11 5%
RO1 HLO86601-01 12/01/06 - 11/30/10 3%
1 R18 HS017045-01 08/15/07 - 08/14/09 20% new AHRQ one
120%
Pending
1 R0O1 HL092157-01 04/01/08 - 03/31/13 2.50%
TBA (Platt) OUXKIXX, = JOUXXK 20%
Brown Active
LCF030207 03/01/07 - 02/28/08 10%
2 U18 H510391 08/29/06 - 08/30/07 20%
200-2002-00732 10/01/06 - 08/30/07 20%
HHSN268200425216C 09/30/04 - D9/28/07 15%
HHSF223200510012C C.O.A. #3 | 05/01/06 - 12/31/07 10%
1 R18 HS017045-01 09/15/07 - 09/14/09 10% new AHRQ one
85%
Pendi
HPHC PI (Lazarus) TED 9.50%
HPHC P {Brown} 07/01/07 - 06/30/11 13%
HPHC PI (Brown) | 0e/30/07 - 08/29/11 30%
HPHC PI (Fletcher) 05/01/07 - 04/30/12 7%
Kleinman Active
K24 HL 068041 09/30/01 - 06/30/11 4%
K24 HD 047667 07/01/04 - 06/30/09 5%
RO1 HL 075504 08/01/04 - 04/30/08 2%
R21 LM 008707 06/01/05 - 05/31/08 24%
RO1 HD 050966 08/01/05 - 07/31/10 4%
P01 CD 000260 09/30/05 - 09/25/08 10%
U01 GM 076672 02/01/06 - 01/31/11 15%
RO1 HD034568 08/01/06 - 06/30/10 8%
RO1 A1 086304 08/01/06 - 07/31/10 2%
RG1 PH 000032 09/30/06 - 09/20/08 10%
R21 DK 073739 08/30/06 - 08/31/08 5%
RO1 HL064925 05/15/07 - 03/31/11 5%
1 R18 HS017045-01 09/15/07 - 09/14/09 2% new AHRQ one
96%
S Pending
R18 {Simon) 07/01/07 - 06/30/10 5%
RO1 (Oken) 12/01/07 - 11/30/11 5%
RO1 (McCray) 02/01/08 - 01/31/11 5%
G13 (Kleinman) 04/01/08 - 03/31/11 14.16%
(Oken} 01/01/08 - 12/31/10 5%
[Kiompas |Active
P01 CD000260-02 09/30/05 - 08/28/08 20%
7 U01 GM076672-02 02/01/07 - 01/31/08 10%
1 R18 HS017045-01 09/15/07 - 08/14/09 35% new AHRQ one
85%
Pending
ESP VAERS OXDCKIXX, = XXX 20%
Platt Active
5 U18 H510391-07 09/29/08 - 08/30/07 19%
1 U01 GM76672-01 02/01/07 - 01/31/08 16%
5 P01 CD000260-02 08/30/05 - 09/26/08 20%
200200200732 08/20/03 - 09/18/12 5%
U071 CI000344-01 02/01/06 - 08/19/11 12%
HHSF22320051001 09/23/05 - 09/22/10 15%
SCDPH5225 5 337HAR0000 04/01/07 - 08/31/07 2.08% n
MTAS3 01/01/07 - 12/31/08 1.66%
1 RO1 PHD000032-01 09/30/06 - 09/28/08 2.08%
1 R01 AI066304-01A1 08/01/06 - 07/31/10 5%
1 R18 HS017045-01 09/15/07 - 09/14/08 3% new AHRQ one
99.82%
Pending
None
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Alvarado, Barbara (AHRQ/IOD)

From: Nicholas_Muiherin@harvardpilgrim.org

Sent:  Thursday, September 03, 2009 10:23 AM

To: Alvarado, Barbara (AHRQ/IOD)

Subject: Re: FW: 5R18HS0127045-02 No Cost Extension Request

Good morning. Yes — Barbara Richard is the authorized institutional official. Please feel free to let me know if you need anything
else.

thanks,
Nick

"Alvarado, Barbara {AHRQ/IOD)" <Barbara.Alvarado@AHRQ.hhs.gov> wrote on 09/03/2009 10:18:06 AM:
Mr. Mulherin,

Thank you for your email to Ms. Harris advising us of your intension

to extend Grant Number 5 R18 HS 017045-02 for 12 months (September

29, 2010). This notification or request must be endorsed by an

authorized institutional official (are you authorized) or is Ross
Lazarus or Barbara Richard’s an authorized institutional official?

Respectfully,

YV VWV VYV VY Y Y

Barbara Alvarado

Grants Management

Agency for Healthcare Research and Quality (AHRO)

Office of Performance, Accountability, Resources, and Technology (OPART)
540 Gaither Road, Suite 4210

Rockville, MD 20850

Phone: 301-427-1459

Fax: 301-427-1462

From: Burr, Michelle (AHRQ)

Sent: Wednesday, August 26, 2009 3:27 PM

To: Alvarado, Barbara (AHRQ/IOD)

Subject: FW: 5R18HS0127045-02 No Cost Extension Request

Hello, Barbara. Please process the attached no cost extension under
expanded authorities. Please use the information in the attached
letter as well as the information in the attached e-mail exchange
between Carol and the grantee confirming that the extension is being
done under expanded authorities. Maintain all of this documentation
in the file and note it on the green sheet.

Thanks !
Michelle

From: Harris, Carol A. (AHRQ)

Sent: Wednesday, August 26, 2009 3:12 PM

To: Burr, Michelle (AHRQ)

Subject: FW: 5R18HS0127045-02 No Cost Extension Request
Actually, the notification is attached. Sorry about that!

VV\.FVVVVVVVVVVVVVVVV\(VVVVVVVV\."VVVV

9/3/2009
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Alvarado, Barbara (AHRQ/IOD)

From: Alvarado, Barbara (AHRQ/IOD)

Sent: Thursday, September 03, 2009 10:18 AM

To: 'nicholas_mulherin@hphc.org'

Subject: FW: 5R18HS0127045-02 No Cost Extension Request

Aftachments: 5SR18HS017045-02 No Cost Extension Request.pdf: FW: 5R18HS0127045-02 No Cost Extension Request

Mr. Mulherin,

Thank you for your email to Ms. Harris advising us of your intension to extend Grant Number 5 R18 HS
017045-02 for 12 months (September 29, 2010). This notification or request must be endorsed by an
authorized institutional official (are you authorized) or is Ross Lazarus or Barbara Richard’s an
authorized institutional official?

Respectfully,

Barbara Alvarado

Grants Management

Agency for Healthcare Research and Quality (AHRQ)

Office of Performance, Accountability, Resources, and Technology (OPART)
540 Gaither Road, Suite 4210

Rockville, MD 20850

Phone: 301-427-1459

Fax:  301-427-1462

From: Burr, Michelle (AHRQ)

Sent: Wednesday, August 26, 2009 3:27 PM

To: Alvarado, Barbara (AHRQ/IOD)

Subject: FW: 5R18HS0127045-02 No Cost Extension Request

Hello, Barbara. Please process the attached no cost extension under expanded authorities. Please use the information in the
attached letter as well as the information in the attached e-mail exchange between Carol and the grantee confirming that the
extension is being done under expanded authorities. Maintain all of this documentation in the file and note it on the green sheet.

Thanks!
Michelle

From: Harris, Carol A. (AHRQ)

Sent: Wednesday, August 26, 2009 3:12 PM

To: Burr, Michelle (AHRQ)

Subject: FW: 5R18HS0127045-02 No Cost Extension Request

Actually, the notification is attached. Sorry about that!

Carol A. Harris

Agency for Healthcare Research and Quality

Office of Performance, Accountability, Resources, and Technology (OPART)
Grants Management

9/3/12009

















































































F&A Rates - Show Rates Page 2 of 3

Equipment means an article of nonexpendable tangible personal property
having a useful life of more than one yvear and an acquisition cost of
1 000 or more per unit

ORGANIZATION
Harvard Pilgrim Health Care Inc

AGREEMENT DATE January 2 2008

A LIMITATIONS
The rates in this Agreement are subject te any statutory or administrative
limitations and apply to a given grant centract or other agreement only to
the extent that funds are available Acceptance of the rates is subject to
the following conditions

1 Only costs incurred by the organization were included in its indirect
cost pool as finally accepted such costs are legal
obligations of the organization and are allowable under the governing cost
principles 2 The same costs that have been treated as indirect costs are
not claimed as direct costs 3 Similar types of costs have been accorded
consistent accounting treatment and 4 The information provided by the
organization which was used to establish the rates is not later found to be
materially incomplete or inaccurate by the Federal Government In such
situations the rate s would be subject to renegotiation at the discretion
of the Federal Government

B ACCOUNTING CHANGES

This Agreement is based on the accounting system purported by the
organization to be in effect during the Agreement period Changes

to the method of accounting for costs which affect the amount of
reimbursement resulting from the use of this Agreement require

prior approval of the authorized representative of the cognizant agency
Such changes include but are not limited to changes in

the charging of a particular type of cost from indirect to direct Failure
to obtain approval may result in cost disallowances

& FIXED RATES

If a fixed rate is in this Agreement it is based on an estimate of the
costs for the period covered by the rate When the actual

costs for this period are determined an adjustment will be made to a rate
of a future year s to compensate for the difference

between the costs used to establish the fixed rate and actual costs

D USE BY OTHER FEDERAL AGENCIES

The rates in this Agreement were approved in accordance with the authority
in Office of Management and Budget Circular A 122 Circular and should be
applied to grants contracts and other agreements covered by this Circular
subject to any limitations in A above The organization may provide copies
of the Agreement to other Federal Agencies to give them early notification
of the Agreement

http://rates.nhlbi.nih.gov/fac/ShowRate.aspx?DHHSID=N20558 9/5/2008
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costs for the period covered by the rate When the actual

costs for this period are determined an adjustment will be made to a rate
of a future vear s to compensate for the difference

between the costs used to establish the fixed rate and actual costs

D USE BY OTHER FEDERAIL AGENCIES

The rates in this Agreement were approved in accordance with the cost
principles promulgated by the Department of Health and

Human Services and should be applied to the grants contracts and other
agreements covered by these regulations subject to

any limitations in A above The hospital may provide copies of the
Agreement to other Federal Agencies to give them early notification of the
Agreement

E OTHER

If any Federal contract grant or other agreement is reimbursing indirect
costs by a means other than the approved rate s in this

Agreement the organization should 1 c¢redit such costs to the affected
programs and 2 apply the approved rate s to the

appropriate base to identify the proper amount of indirect costs allocable

to these programs

BY THE HOSPITAL ON BEHALF QOF THE FEDERAL GOVER
Brigham And Women s Hospital
Office of Research Administration DEPARTMENT OF HEALTH AND H
HOSPITAL AGENCY
SIGNATURE SIGNATURE

Robert I Aaronson
NAME NAME

DIRECTOR DIVISION OF COST ALLO
TITLE TITLE

November 14 2007
DATE DATE 0517

HHS REPRESENTATIVE Joseph Gua

Telephone
212 264 2069

http://rates.nhlbi.nih.gov/fac/ShowRate.aspx?DHHSID=H20517 9/5/2008
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Automa®c Electronic Detectio- & Reporting
of Adverse Events Following Vaccination:

ESP:VAERS

R. Lazarus', M. Klompas', X. Hou?, F.X. Campion!, J. Dunn', R. Platt!
1)Deparbment of Ambulatory Care and Prevention, Harvard Medical Schoal and Harvard Pllgrim Health Care, Boston, MA
2) Channing Laboratory, Bostan, MA

Introduction
Vacgination programs foym a comerstone of moden preventive public health
prachce since- they peqmit efiective controk-of & wide vanety ol impodant.
prevenadle comimuiiiaiie diseases, Public and professional conlioencs in the
salety of vaccination programs 18 an imporant element for ansuing that roptine
vaccination s widely supponted end encouyaged

The COC and FDA Vaecihe Adverse Evenl Repoding System (VAERS) (5 the
natonal resource for evaluation of adverse gvent reports: VAERS accepts
nothicatians inbhofh paper and electionic fomis, sut 2l of these epods regliie
trarsonbing demographic and dinical information by hand Trom e cinisd
IRCOAls 10 e repod, whether paper o elecirone foom . Manual reponiing
Involves substanticl oppartumity costy, eguinng that 2 busy clinician divert time
and effort from praviding direct clinical care. As a résult, it seems unlikedy that
manual perhig can avey provide complete and compreheasive data on sl
clipjeBlly refevant adverse events following vacoihalion. Elechonic medical
record (EMR ) systems aré Increasingly used in embulaiony care. and offer.an
smparant resowe-for improving public beatth survalllancs andt reparling

uon, Dyldecreasing the mporting burden on husy dimeians

SICHON Automst
Earlier VSD Project

As part of tha VS0 studly Elicited Surveillance and Reporting of Vaccine
Adverse Events. an alerfing and repadting syetem &5 vaccing aiverse avenis
wes nplemented within the EpicCare EMR s Haivard Vanguand Medicat
Assodates

Features:

sReai-dime alerts o cfinicians within the EMR

=Cliniclan input on the potential adverss evant while the event isfresh
~Clinican decision on whether {6 Submit the report o VAERS or o
Limitations:

sinabifity. Io implement e
SubmissEN)
*Reguirement for Epia support a::g progr2mening

slectronsc submission to VAERS {requires manual

The ESP project
ESEVAERS s & coliaboration imvolving resaarchars iom DACP ang CRC
funded by the AHREC), 1o develop critada ano aloonthms-in identify impartant
Averss evenits in ambuiatony care EMR data; and 1o fonm At and securely seno
glachonic VAERS reports dirécay o the CDC
ESPVAERS 15 an exlension of the Electionic Support for Public Health (ESP)
project an stlomated system using EMR oata 1o delect ang securety repon
Gases of nolifabie disease 1o @ iocal pubilic health authority, - ESF has béan
depltyed in Massachusetts for mores than & year-and provides o ready-made
platform for aolomabcally converting dhincal, Esboratiry. prescripbion. and
temographic data from almost any EMR systens nto databass tapies on 3
comgietsEly independent server, piwsicalty iciales and secursd tiy the same
fopical ard physicat secutity' z5.he EMR data itseli- This disinbuted model for
Surysiliance = far more acceplabie o drganzabons responsible for secuning
prutecisd Reaifh information han Allowing Iheir gata 1o ave theit direst <ontrol
tor use in mote centialized supveiiance models The ESP peoect & past af the
PHi Centar ol Excellence at Harvard Medicat School, which 15 sponsoeed by The
COCs Nahional Cenfier for Pablic Haalth'| ﬁh\ﬂu‘tnc'-‘ {61—"\}1HKUJM 15-03)

Figure 1: Overvuw of tha ESP project

ESP:VAERS Design
The dala fiow requinad for the ESPVAERS system is already available
as. part of the ESP system (on the lehi-side of Fguras 1and 25 Tha
syslamis constuciad ieautomatically collact 2 reguian daily exdract oF
~Itr ansachpns from he host EMR. and convert theny into relational
database tables nn tha independent £ES¥ server. iocaled in tha hiost
E\d!-‘ ‘eompiiting taciity

New elemeants required tobuild ESP-VAERS are;

1. Cyiteria and algonthms for isansiving pofential sdéarss svents
toltowing (eg within 30 3ays) vaosnabon

2 A mechanism for feeding potential adverse event mlormatian back 19
the vacoinsting <linician where a VAERS repont may fs required. and a
mrecnamsm ior Be cinitan to indicats whether @ report showukd ba sent i
there 15 any unceramnty

3. An agreed spaciication for the elacironic report fonrmst

4. A sscure messaning sysiem for electanic reports 10 be sani

Progress to date
In colizbaration with the CDC and represantaiives from the Brighton
Collaboration, @ draft set ol speaificaions for reporting and alaanihms

- critern a huve been agreed ypoa The informatics leant is
giarfently developing and testing Sohware 10 Sciitaten Essagma anc
report formattiog. which will bé secursly Irmansmitted ditsctiy (o VAERS
vig the COC PHINMS < ;r'wi.-,-rq

e

along witn | HL

Conclusions
EMR data will-allow for he-ereation and felty aulompted transmission -
I VAERS masorts for the most important adverse avents flloding
vacenslion When 3 potental adverse svent is datected. input from
the clincian will-be neadad |- ensyre that daly reevant evenls G
reported: However, once e olinickan hias reviewsd the chical data
and inade a dedision. the VAERS report will be formalied snd sent
dwecty 1o the COC without any further manual mtervention. This acw
repating mechamsm 8 expactad (o reduce average heallh cae
praclics VAERS manus| teporting mtarvals, Which Gumrenily range fram
101038 days:
By protpectively identifying poléntizl advesse svents for dinician
feview and QDIiRENg the Monuat IEnscapios S5 Curen iy regunre
13 prepare and sbinmit VAERS reports. we belisve sl the
comprehensiveness st coliabikty of slucrse svent reporting afiey
vaccination will ba-suhstantinlly imoroved, As pan of the ESPVAERS
project we wall conduct & mntdomized trial within participating practices
o evaluate this hypothesis

We weleome polential collsharators wishing 1o ovalugle our systems
Like EGP {sso hitp:iesphealth.org), ESPVAERS software and
docursentation will all ho made readhly avalable undaer pn approviad
Opon Scalrce leense 55 S00n a4 1 15 slable and rellable. Plegse
contact Sulie Dunn (Jutie -Dunra@hariardpiloam. aia) for further
mformation

Acknowledgements: Tracy Thomas (CDC); Supported by AHRQ R18HS017045
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g . _énmmmzm OF HEALTH & HUMAN SERVICES i ST PRt Sl
ﬁ%;::z Divislon of Cost Allocatian

_________________________ e sravssamssrarsainey wAlBOLNGY, 2y 200k

2@ Fedearal Plaza-Room 41-122
New York, New York 10278
PHONE: (212)-284-2069
FAX: (212)-264-5478

Ms. Marie Montgomery

Senior Vice President/Controller
Harvard Pilgrim Health Care, Inc.
93 Worcester Street

Wellesley, MA 02481~

Dear Ms. Montgomery:

A negotiation agreement is being faxed to you foxr signature. This
agreement reflects an understanding reached between your institution
and a member of my staff concerning the rates or amounts that may
be used to support your claim for costs on grants and contracts with

the Federal Government. The agreement must be signed by a duly
authorized representative of your institution and faxed to me; retain

a copy for your file. Our fax number is (212) 264-5478. We will
reproduce and distribute the agreement to awarding agencies of the
Federal Government for their use.

Requirements for adjustments to costs claimed under Federal Grants and
Contracts resulting from this negotiation are dependent upon the type
of rate contained in the negotiation agreement. Information relating

to these requirements is enclosed.

A proposal encompassing all activities of your institution together
with the required supporting information must be submitted to my office
at the address shown on page 2 for each fiscal year your institution
claims costs under grants and céontracts awarded by the Federal Govern-
ment: This proposal is due within six months after the close of your
fiscal year. Therefore, a proposal for fiscal year ending December 31,
2008 will be due in my office not later than June 30, 2008. The
proposal will be used to establish raktes/amounts for the fiscal year
subsequent to the last period covered by an approved final, fixed, or
predetermined rates(s). Failure to submit a timely proposal will be
interpreted as a forfeiture of reimbursement for indirect costs. There-
fore, unless a proposal is received by June 30, 2009, future awards

made by the Department of Heal n Services will be for direct
costs _only and will not provide foxr the recovery of costse contained in

this agreement. TIn addition, the costs claimed against awards already
made may be subject to disallowances.

25

































Funding Recommendation Memo
(Noncompeting Continuation)

RFA/PA Number: HS07-002
RFA/PA Title: AMBULATORY SAFETY AND QUALITY PROGRAM: ENABLING
QUALITY MEASUREMENT TH
Grant Number: R18 HS17045-02
Title: Electronic Support for Public Health - Vaccine Adverse Event Reporting
System (ES
Institution: HARVARD PILGRIM HEALTH CARE, INC.
Principal LAZARUS, ROSS New Investigator? No
Investigator:
Priority Score: Percentile:
Reporting Quarterly
Requirement:
Project Officer: FARQUHAR, MARYBETH
Center: CP3
'; I ~ TAHRQ ~ " Project Officer
[ : Total Committed _ Recommended I
IB;,Id efret{ Direct Costs Total Costs Direct Costs Total Costs i
P02 | $420713 | 8499405 | $429,713 [ $499,405 I
Codmg Selections

‘Core Business:

Creai:ion Collectmg data on and producmg measures of
ithe quality, safety, effectiveness, and efficiency of
' American health care and health care systems

Depmmental Codmg iPatl.e'ant éafay, Quahty, and Reducmg Medical Errors
‘Theme: |
Health Inﬁ)rmatlon Techno o gy

Cross Cut Code(s)

Fleld of Scmnce Code

~ IMedical Sciences




















































Form Approved Through 0873072012
OMB No. 0925-0001

Procedure for Submission of
Final Invention Statement and Certification (For Grant or Award)
Form HHS 568

A Final Invention Statement and Certification (Form HHS 568) shall be executed and submitted
within 90 days following the expiration or termination of a grant or award. The Statement shall
include all inventions which were conceived or first actually reduced to practice during the course
of work under the grant or award, from the original effective date of support through the date of
completion or termination. The Statement shall include any inventions reported previously for the
grant or award as part of a non-competing application. This reporting requirement is applicable to
grants and awards by Department of Health and Human Services in support of research.

The Final Invention Statement and Certification does not in any way relicve the person responsible
for the grant or award, or the institution, of the obligation to assure that all inventions are promptly
and fully reported directly to the National Institutes of Health, as required by terms of the grant or
award. Information regarding the reporting of inventions, including the reporting form to be
followed, may be obtained from the Office of Policy for Extramural Research Administration,
Division of Extramural Inventions and Technology Resources, 6705 Rockledge Drive MSC 7980,
Bethesda, Marytand 20892-7980, Telephone: (301) 435-1986.

The original of the completed Final Invention Statetnent and Certification is to be returned to the
awarding component that funded the grant or award. The entire grant or award number must appear
in the designated box on the form. The period covered by the Final Invention Staternent is the
project period of the grant or award at a particular grantee institution. If no inventions were
involved, insert the word “None” in the first block under item Title of Invention. Each Statement
requires the signature of an institution official authorized to sign on behalf of the institution.

The PHS estimates that it will take from 5 to 10 minutes to complete this form. This includes time for reviewing the
instructions, gathering needed information, and completing and reviewing the form. An agency may not conduct or
sponsor, and a person is not required 1o respond to, a collection of information unless it displays a currently valid OMB
control number. If you have cormments regarding this burden estimate or any other aspects of this collection of
informarion, including suggestions for reducing this burden, send comments to: NTH, Project Clearance Office, 6701
Rockledge Drive MSC 7730, Bethesda, MD 20892-7730, ATTN: PRA (0925-C001). Do not send this form to these
addresses; they are for comments only.

HHS 588 {Rev. 06/08) — Instructions
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OMB No. 0925-0001

Department of Health and Human Services

DHHS Grant or Award No.

Final Invention Statement and Certification TR18HS017405
{For Grant or Award)

A. We hereby certify that, to the best of our knowledge and belief, all inventions are listed below which were
conceived and/or first actually reduced to practice during the course of work under the above-referenced

DHHS grant or award for the period

09/30/2007 through

original effective date

09/30/2010

date of termination

B. Inventions (Note: If no inventions have been made under the grant or award, insert the word “NONE” under

Title below.)

NAME OF INVENTOR

TITLE OF INVENTION DATE REPORTED TO DHHSE

NONE.

(Use continuation sheet if necessary}

C. Signature — This block must be signed by an officia! authorized to sign on behaif of the institution,

Title
Director, Office of Sponsored Programs

Typed Name
Charlotte Johnson

Signagture

Date
12/29/2010

Name and Mailing Address of Institution

Harvard Pilgrim Health Care, inc.
93 Worcester Street
Wellesley, MA 02481

HHS 568 (Rev. 06/08) (/




Privacy Act Statement

The PHS maintains application and grant records as part of a system of records as defined by the Privacy Act:
08-25-0112, Grants and Cooperative Agreements: Research, Research Training, Fellawship, and Construction

Applications and Related Awards.” The Privacy Act of 1974 (§ USC 522a) allows disclosures for “routine uses”
and permissible disclesures.

Some routine uses may be:

1.
2,

To the cognizant audit agency for auditing.

To a Congressional office from a record of an individual in response to an inquiry from the Congressional
office made at the request of that individual.

. To qualified experts, not within the definition of DHHS employees as prescribed in DHHS regylations {45

CFR 5b.2) for opinions as part of the application review process.

. To a Federal agency, in response to its request, in connection with the letting of a contract or the issuance of

a license, grant, or other benefit by the requesting agency, to the extent that the record is relevant and
necessary to the requesting agency's decision on the matter;

. To organizations in the private sector with whom PHS has contracted for the purpose of collating, analyzing,

aggregating, or otherwise refining records in a system. Relevant records will be disclosed to such a
contractor, who will be required to maintain Privacy Act safeguards with respect to such records.

To the sponsoring organization in connection with the review of an application or performance or
administration under the terms and conditions of the award, or in connection with problems that might arise in
performance or administration if an award is made.

To the Department of Justice, to a court or other tribunal, or to another party before such t{ribunal, when one

of the following is a party to litigation or has any interest in such litigation, and the DHHS determines that the

use of such records by the Department of Justice, the tribunal, or the other party is relevant and necessary to

the fitigation and would help in the effeciive representation of the governmental party.

a. the DHHS, or any component thereof;

b. any DHHS employee in his or her cfficial capacity;

¢. any DHHS employee in his or her individual capacity where the Department of Justice (or the DHHS,
where it is authorized to do so) has agreed to represent the employee; or

d. the United States or any agency thereof; where the DHHS determines that the litigation is likely to affect
the DHHS or any of its components.

8. A record may also be disclosed for a research purpose, when the DHHS:

a. has determined that the use or disclosure does not violate legal or policy fimitations under which the record
was provided, collected, or cbtained; .

b. has determined that the research purpose (1) cannot be reasonably accomplished unless the record is
provided in individually identifiable form, and {2) wamants the risk to the privacy of the individual that
additionat exposure of the record might bring;

c. has secured a written statement attesting to the recipient's understanding of; and willingness to abide by,
these provisions; and

d. has required the recipient fo:

{1) establish reasonable administrative, technical, and physical safeguards to prevent unauthorized use or
disclosure of the record;

{2) destroy the information that identifies the individual at the earliest time at which removal or destruction
can be accomplished consistent with the purpose of the research project, unless the recipient has
presented adequate justification of a research or health nature for retaining such information; end

{3) make no further use or disclosure of the recard, except (a) in emergency circumstances affecting the
health or safety of any individual, (b} for use in another research project, under these same conditions, and
with written authorization of the DHHS, (c) for disclosure to a properly identified person for the purpose of
an audit related to the research project, if information that would enable research subjects to be identified

is removed or destroyed at the earliest opportunity consistent with the purpose of the audit, or (d} when
required by faw.

The Privacy Act also authorizes discrelionary disclosures where determined appropriate by the PHS, including
to law enforcement agencies, to the Congress acting within its legisiative authority, to the Bureau of the Census,
to the National Archives, to the General Accounting Office, pursuant to a court order, or as required 1o be

disclosed by the Freedom of Information Act of 1874(5 USC §52) and the associated DHHS regulations (45
CFR Part 5).

HHS 568 (Rev. 06/09)}—Privacy Act
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