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CPSC-I-16-0026
United States Government
Interagency Agrecment (IAA) - Agrecment Between Federal Agencies
General Terms and Conditions (GT&C) Section
IAA Number_ T8FED1609441 454 _

GT&C & Order # Ewndzﬁcnv‘%\’]od?.f_

DEPARTMENT AND/OR AGENCY

1. . Requesting Agency of Products/Services Servicing Agency Providing Products/Services
N; Centers for Dissase Control angd Prevention Consumer Product Safety Cormmission
nName (CDC)
Address | 1600 Clifton Road. MS A-24 4330 East West Highway, Room 502C
’ | Aflanta, Georgia 30333 Bethesda, MD 20814-4408
2

- Servicing Agency Agreement Tracking Number (Optional)__

3. Assisted Acquisition Agreement Yes V]  No[T]

4. GT&C Action {Check action being laken)

EZ] New

] Amendiment — Complete only the GT&C blocks being changed and explain the changes being made,

EjCancellntinn — Provide a brief explanation for the LAA eancellation and camplete the effective nd Date.

5. Agreement Period  Start Date 07-21-16 End Date 09-30’11”6_ of IAA or effective cancellation date
MM-DD-YYVY MM-DD-YYYY

6: Recurring Agreement (Check One) A Recurring Agreement will continue, unle
Yes /] 11¥es, is this an:  Anpual Renewal

Other Renewal State the other repewal period:

55 a notice 1o discontinue is received,

No [
7. Agreement Type (Checl One) E]Single Order 1AA EEMuliiplc Order 1AA
8. Are Advance Payments Allowed for this [AA (Cheek One) Edves No

IT'Yes is checked, enter Requesting Agency’s Statutory Authority Title and Citation

Note: Specific advance amounts witl be captured on each related Crder.

FMS {9 76004 DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEM ENT SERVICE
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United States Government
Interagency Agreement {1AA) - Agreement Between Federal Agencies
General Terms and Conditions (GT&C) Section
IAA Number_ 16FED1609441 00 —
OT&C & Order # AmendmentMod &

9. Estimated Agreement Amount (The Servicing Agency completes all information for the estimated agreement amount.)

- (Optiena] for Assisied Acgusisieions)

: Provide a general explanation of the Qverhead Fees & Charges
Direct Cost $93,000.00 |s93 000,00 for adverse drug event-related case reporting and qualily assurance.

Overhead Feas & Charges e
Total Estimated Amount _ $93’00&0_0

10. STATUTORY AUTHOR ITY

2. Requesting Agency’s Authority (Check One)

Franchise Revolving Warking Leonomy Act Other

Fund Fund Capital Fund 3T US.CI335/FAR 17.5)  Authority

M ] [ £ 3
Fill in Statutory Authority Title and Citation for Franchise Fund, Revolving Fund, Working Capital Fund, or Other Authority

mEMSf.-rvicing Agency’s Authority (Check One)

Franchise Revelving Waorking Economy Act Other

Fund Fund Capital Fund (3] U.S.C. 1535/FAR 17.5)  Authority

[ I 2}

Fill in Statutory Authority Title and Citation for Franchise Fund, Revolvine Fu 4, W rkingGanit hBund, or Other Authority
Section 27(g) of the Consumer Product Safety Act {‘fg USsn g g

1. Requesting Agency’s Scope (State and/or list attachments that support Requesting Agency’s Scope.)

See attached Statement of Work (SOW)

‘ 2. Roles & Responsibilities for the Requesting Agency and Servicing Agency (State

andfor Jist attachments for the foles and
' responsibilities for the Requesting Agency and the Servicing Agency.)

See attached Statement of Work (SOW)
See attached Determination and Findings (D&F)

FMS 201? 7600A DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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United States Government
Interagency Agreement (IAA) - Agreement Between Federal Agencies
General Terms and Conditions (GT&C) Section
[AA Number _ 16FED1609441 ) L

GT&C # Order # .L\n1e1;a;1_mn1!%\fkad i

13. Restrictions (Optional) (State and/or altach unique requirements and/or mission specific restrictions specific to this IAA).

i 14 Assisted Acquisition Smal) Business Credit Clause (The Servicing Agency wiil allocate the socin-economic eredit 1o {he
Requesting Agency for any comract actions it has executed on behalf of the Requesting Agency.)

15. Disputes: Disputes related 1o this [AA shall be resolved in accordance with instructions prov

ided in the Treasury Financial
Manual (TFM) Volume L, Part 2. Chapter 4700, Appendix 10: Intragovernmental Business Rules,

16. Termination (Insert the number of days that this IAA may be terminated by
Agency,)

80

I this agreement is canceled, any implementing contract/order may also be canceled. Ifthe 1AA is terminated, the agencies shal
agree to the terms of the terminatien, including costs attributable to each party and the disposition of awarded and pending

written notice by either the Requesting or Servicing

aciions.

If the Servicing Agency incurs costs due to the Requesting Agency’s failure to give the re
Requesting Agency shall pay any actual costs incurred by the Servicing Ageney as a re
are directly attributable to the faflure to give netice,

quisite notice of its intent to terminate the 1A A, the
sult of the delay in notification, provided such costs

17. Assisted Acquisition Agreements — Requesting Agency’s Organizations Autl

wrized To Request Acquisition Assistance for
this 1AA. {Swate or attach 3 list of Reque

sting Agency’s organizations authorized to request acquisition assistance for this TAAL)

DHQP, NCEZID, cDC

i 18. Assisted Acquisition Agreements - Servicing Agency's Organizations authorized to Provide Acquisition Assistance for
this IAA. (State or attach g list of Servicing Agency’s organizations authorized to provide acquisition for this IAA)

CPSC. Bethesda, MD.

19. Requesting Agency Clause(s) {Optional) (State andror attach any additiona) Requesting Agency clauses.)
CDC Statement: "The funding on this agreement is only available 1o pay for work performed within the dateg of the

Agreement Pericd . The funding cannot be used to pay for work prior to the start date of the Agreement Period or after the
end date of the Agreement Period "

Travel & Equipment Clause: Travel under this agreement is subject to allowances authorized in accordance with Federal
Travel Regulations, Joint Federai Travel Reguiations, and/or Foreign Service Regulations. CDC will retain the title to any
' equibment procured under this agreemeni, unless otherwise justified in the statement of WOrkK.

FMS ™ 7600A DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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United States Government

Interagency Agreement (TAA) — Agreement Between Federal Agencies
General Terms and Conditions (GT&C) Section

IAA Number_ 16FED1609441 500
GT&C # Order # Amendment/Mod %
200 Nerviving Aveney Clausels) (O ‘

S

proneh iSate and or attach any adkditional Ser iz Apenay clauses )

i
}
[
i

21 Additional Requesting Agency

and/ar Servicing Agencey Attachmenis I

izt S Lte and or attach amy additional
Regquesting Ageney ad of Servieing Ageney stachments

This agreement is entered into pursuant to the authonty of the Economy Act
cite here another slatutory reference] and adheres 1o Federa
the work requested will nat place DOE and ils contractor in d

of 1932, as amended (31 USC § 1535) |or
I Acquisition Regulation 6.002 To the best of our knowledge
irect competition with the domestic private seclor.

h

Annwal Review of T4 A

By signmg tis agreement. the parties agree to mmualhy review the TAA i the dereement period exceeds one y ear
changes will be made by amendment 1o the G F&e

Appropriate
and o modification o am affecied ¢ Irders).

AGENCY OFFICIAL
hority or official as designared by the Rey
sure that the general terms and conditons
wscope sl work can be fullilied per the

The Agenes (MTicial is the Rughest level accepting aull
- tosign this agreement Fach Agenay Official must en
stated statuton amhontes, and. theg

uestimng Ageney and Ner e Agena
are properly defined. inchuding the
agreemaent

The Agreement Penod Start Date (Block 53 st be the samve s or farer thag the AT e dates
Actual wark for this JAA way NO beemn unti] an Ond

or hias been signed by the appropriate ushy ks,
for Blocks 37 uad 3%

s stiated i the Indructions

{4041 639-39358

i

i S ‘ ] \ = . "
P o] Address

| bbeli@cde gov aahmad@cpsc. gov
t LR R

| S VT AT 4§ “
| 9T Moy e ,//z?ZLf’L,,,
"" i P e 3 .

Approval Pute

SO Wm:.if_i_{ o _7/ 5& / 6

i

FMS Form

6o 7600A

DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE

Page 4 of 4

23, Requesting Agency ) L { Semvicing Agency
Name . . )
{[Bet P Beil M, MPH Eddie Abmad
C litle \"'D.rea{.);.r;fiEZvlﬁ - - | CPSC Contracting Officer 1
- " "1 = =l . - & . . o e = j
elephone (401) 636-3057 (301) 504-7884 |
‘\m?_:lh:l_:__x) e T _ ] _ i
I ax Numibwer (978) 244-8640 i



United States Government
Interagency Agreement (IAA} ~ Agreement Between Federal Agencies
Order Requirements and Funding information {Order) Section

IAA Number 16FED1609441  _ 0001 Servicing Agency's Agreement
GT&C # Order#  Amendinent/Mod # Tracking Number {Optional)

R it N

FRINARY ORGANIZATION OF FECF INFORMATION

24, Requesting Anency __dertiving Lgeney
Primars Orwanization Ontiee : Centers for Disease Control and Censumer Product Safety Comnussion
N :Prevention (CDC)

t
Ruspansibie Oseanization Qigiee | 1600 Clifton Road, MS A.24 4330 East Wesl Highway. Room 5020
Vddieas JAtdanta, GA 30333 Bethesda. MD 20814-4408

ORDERREQUIREMENTS INFORMATION

— P rna e e . e e et ittt e b e

25, Geder Action (Ul h e
New

O Madifieation 1Nody T g affecied Uy dut blacks bemg clianped and explans the changes, being made. [or Exampie. fur
a performance petiod mod, e new pettormance period for this Oeder in Block =7 Fillout the Funding Muodification
Sumpmary by Line tBlock 26101 the mod iy ol es adding, defeting ar viangng Funding for an Order Line

CcCuanceltation  Pron rde i brwel enplan:

stion for Opder cancelliqion aind Bl an the e
clfectinve caneeliation dae

cHurmance Peried Fad Dae T e

— _ : T
i al ot
6. Funding Mudifieation : I ; Lot of Al
. e i Chher | e
Summary by bine e o I e Laine - | N Tual
A ; , ltach funding
| i detarlsy
C e . ; . R ST S
Ozl Line Funding & S N E 5 D.00
Cemadine Tumdime Changes ‘
Erom Prior Mods hbion ¢ 100 & N . N i £ 0.00
tedintion 1) ‘ i ]
Punding L hanse o s St . 5 5 I £0.00
TOTAL Modified Obligation 50.00 50.00 .00 $0.00 D00
Potal Wbvanee Amownt -3 ~ A & 5 50.00
Nel Modified Amount Due 50.00 $0.00 $0.00 $0.00 .00
27 Perfurmance Period Stat Daste 07-21-2016 ' Fod Dhae 09-30-2016
Lot s pesiornunes peniced mad, 1o MALDIEY Y Y Y MALDDY Y YY
the ~tart wid end dakes taar se ot the
My petfonmance peraed
FMS (o™ 76008 DEPARTMENT OF THE TREASURY
. FINANCIAL MANAGEMENT SERVICE
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IAA Order
IAA Number 16FED1609441 -0001 Servicing Agency’s Agreement
GT&C # Order#  Amendment/Mod # Tracking Number (Optional)
{_-2.{ (3;(]:;I.Fru-»*l-'ua]iing information - - ) ;[ Line Number . S
- - . - .- . - i - . - e - e e o
Requesting Vgeney Funding Servcing Agenes Foanding infurmmnn
7 : lnfm-p]:niun ) R

AMC 7509, 0-3 21 61-00-0001

Component Nt j VU oA | oapo 1Oy ARV i&“' TR IR I‘\l-\— HH) ‘I BeoA = Froy £ NEERVEV -fxl o

(A8, bl : v..m" S A U T T A PR

o | {075 20!6 ‘JO‘iG 0843 ‘000 i (}61 }201(5 i.?UiG | 0100 1000

b Uunment AN formal 75- 16 DJ-’IJ 61-18- 0100 ) _

B - [~ e

”[\ittl { lh\ { Ud-. l‘;!:n- k{25308 25308

BN 827645465 069287522

]H’?\ -4 :l)plmml)

\dd_mnn.nl Aveounimy EiN 38 6051 157 ALC. ?5090421 E[N 5909?8?50

Classiiication Intormation IAA #1BFED 180044 1-0004 Line of Accouniing:

{Optional) . _ AN §3977XG - $83.000. 00 100A1BRSE-2016-1117900000- EXHROD431{)~23')EJ
Requesting Apenay ¥ unding Fxpiration T Keguesting Avency Tunding Caocellimion Date

09-30.2016 09-30-2021
MM-DD-YYYY MAM-DD-YYYY N )
Adverse Effects Due to Therapeutic Drugs
Project Npmber & Title - .
Deseription of Products and/or Sem ices., incloding the Bmm Fide Need for this Order (Stale or wha description of

products services, including the bong fide need for this Order
Tne Daasion of Healtheare Qualey Promstion bas 2 bona fide need for lhe services of an ORISE Isllow o oevelon basic mlecion conipl
assessment 1005 {or use by healihcare facililies o rdernabonai. resource mited setungs
| l.e«ab; serify that (a) this requirement represents a bon

a hde need of tha ineast VRAr D1 yoars Tor wh
ot the Ang

155 iR At uLnBEROR was made and complies
-deflamity ACLANS D) IURGS are comm itied for the base

pened or ﬁrsl nerement af perfonmance of this acqusition

\nlih American lndum\ ¢

!ir(.:lu[m\u nf Rum!)m 4

\IIIL.HH\II \\ \lLﬂ‘l (\' \l( ) \u:n!m Rk inmnuli

[ ine ( TS U

i Bu.ll.dm\n uf \\sxsud \u;umnnn L. lm ( ol
Pt ol ’\IL asure ( Ul!ll.!(l Cost 1§ 93 0{)0 on
Hun it b Prige 5 Total \L!\um- hu S
| $ 0.00 lotal 'S 9300000
; bhizated € os
Onvethemd Tevs & U lutees i S Whaticd ha 8
: [ T L iy
Fotal Tase Amount Ohlyaed 1S 0.00
I - - - . b n R L T R— e e ¢ s
1 Na ol ton | § 93 QUQ 00
j l \\\I\'Iu.i ¢ c[umlmn ety } ves Daplimanion
ebvaney e Mionm £ R _1 393.000 00 for adverse drtsg event-related case
: - - i oo = reporhing and qualty assurance.
el e Vosount Dae E ¢ 0.00
b

Bype of Serviee Requirements

Severabhe SUere l——__] oMk A HRUTY

oy D h Y3 Applicabie

FMS g:m 76008 DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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IAA Order

[AA Number 16FED1609441 R e Servicing Agency’s Agreement

GT&C Order s Am“:z}dmcm;"f—\‘!od 4 Tracking Number {Optionaly __

T

28, Advance Information {Complete Block 29 if the Ady

ance Payment for Products/Services was checked “Yes” on tha GT&C)

Total Advance Amount for the Order S et e [AIT Order Line advance amounts (Block 28} inust sum 1o thig total ]

Revenue Recognition Methodology (according to SFFAS 7) {Identify the Revenue

Recognition Methadology that will be used w0
account for the Requesting Agency’s expe

nse and the Servicing Agency’s revenue)

[ Straight-line - Provide amount (o be accrued §_ cemremmeenme - A0 Number of Mouths e
accounting posting period:

] Monthiy per work completed & invoiced

[ Other - Explain other regular period {bimanthty, quarterly, ete.) for posting accruals and how the accrual
amounts will be communicated il other than billed | _ ]

30. Total Net Order Amount: § 93.000.00
[Al Order Line Net Amounts Due for reimbursable
must sum to this lotal. ]

[ Accrual Per Work Completed - Idemily the

agreements and Net Total Costs for Assisted Acquisition Agreements (Block 28)

31. Attachments {State or [jst artachments.)

Key project and/or acquisition milesiones (Optional except for Assisted Acquisition Agreements)

See Attached Statement of Work (SCOw)

(] Other Attachments (Optional)

BILLING & PAYMENT INFORMATION

32. Payment Method {Check One) [Intra-governmental Payment and Collection (1P A C) is the Preferred Method.]
HIFAC iz used, thie pavment method must agree with the 1PAD Trag g Parines Agreement {104,

[ Requesting Agency Initiated IPAC Servicing Agency Initiated {PAC

L] Credit Card C Other - Explain other payment method and reasoning

33. Billing Frequeney {Check Qne)

PAR involte must be submivied by
retmbursed (e, vin IPAC iransn

the Servicinp Ageney and avcepisd by the Reguesting Ageney BEFORE funde ara
LT

] Monthly ] Ouarterly Other Billing Frequency {include exp]anaiion)E_‘_)Eri_r_eC'ep{ Of IPAG

. 34 Payment Terms (Check One) ) .
) As the services are completed or upon receipt of IPAC
(37 davs Other Payment Terms {include explanation);

FMS g;’fj‘; 76008 DEPARTMENT OF THE TREASURY

FINANCIAL MANAGEMENT SERVICE
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IAA Order

IAA Number 16FED1609441 -ooot - N Servicing Agency’s Agreement
GT&C # Order#  Amendment:Mod # Tracking Number (Optional) e

35. Funding Clauses/Instructions (Optional) (State and‘or lis( funding clauses/instructions.)
TAS: 75160943 ; FY:16; Doc. Ref: 214; Doc No: 16FED1609441-0001 CAN- 939ZZXG ; Amount: $93,000.00 ALC:
75-09-0421; OBL Class: 25308: POP: 07/1 5/2016-09/30/2016; BAC: 5614-RF-11-01. The funding on this order is only

available to pay for work performed within the dates of the Period of Performance (POP). The funding cannot be used to
pay for work performed prior to the start date of the POP or after the end date of the POP.

36. Delivery/Shipping Information for Products (Optional)

Agency Name

Point of Contact (POC) Name & Title N

PEIC Enail Addrass T

Delivery Address /Room Number ]

POC Telephone Number

Special Shipping Information

APPROVALS AND CONTACT INFORMATION

37. PROGRAM OFFICIALS
The Program Officials, as identified by the Requesting Agency and Servicing
properly defined and can be fuifilled for this Order. The Program Offi
each agency’s [AA business process.

Agency. must ensure that the scope of work is
cial may or may not be the Contracting Officer depending on

Requesting Agency Servicing Agency

Name Kimberley A. Dobson Eddie Ahmad

Title Principal Management Officiai CPSC Contrac:t;_nng?ficer

Telephone Number (404) 639-4048 .(301) 504-7884 ]

| Fax Number (404) 639-2647 i (978) 244-8640 o

Email Address ihi6@cdt.goy= " aahmad@cpsc. gov O
SIGNATURE Al G /ﬁ""l—?Z\
Date Signed ) [ 7/Z/ //,6 }

38. FUNDING OFFICIALS - The Funds Apprcvmgfofﬂcials, as identified by the Requesting Agency and Servicing Agency, certify
that the funds are sccuraizsly cited and can be properly accounted for per the purposes set forth in the Order. The Requesting
Agency Funding Official signs to obligate funds. The Servicing Agency Funding Oficial Signs to start the work, and to bill, collect,
and properly account for funds from the Requesting Agency, in accordance with the agreement.

. f\‘; s Requesting Agency Servicing ;‘\ggncy T
Name “:\ “Beth Bell, MD MPH James Baker ‘
Title \J Director, NCEZID Budget Officer I
Telephone Number ] (404) 639-3667 (301) 504-7575

' Fax Number (404) 693-2936

- Email Address bbell@cdg, gov _Ajbaker@epsc. gov
P Y T Tofl Threc BARRER
SMGNATLHRE S *;-}—{3‘?{ By‘i‘f '{\/E‘r&\,% L%GA@;W
e &

3
v S
Date Signed [,} E”B;% Hé’ - ) ‘7/2! [o
H 1 = T , = e
FMS Form 76008 / DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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IAA Order
TAA Number 16FED1608441 .- Boot L e SETViCING Agency’s Agreement
GT&C # Order ¥ AmendmentMod 4 Tracking Number (Optional)

CONTACT INFORMATION

FINANCE OFFICE Poinis of Contact (POCy)

The finance office points of contact must ensere that the pavment {Requesling Agency), billing (Servicing Agency), and
advance/accounting information are accurate and timely for this Order.

39. Req uesting Agency (Payﬁwht Office) Servicing Agﬁncy (Billing Office)
Narne Barry Taylor Debbie Youne
Title

CDC, Financial Management Ofiice-Trave| Agency Payment Officer

1600 Clifton Road, NE MS C-12
Atlanta, GA 30333

Office Address P.O. Box 25710, Fed Aviation Admin
Oklahoma City, OK 73125

Teleplione Number (404) 718-8074 (405) 954~7467
Fax Number

Email Address btaylor@cdc.gov

‘Q—APE—ABE—CPSC—Accomts"_-Payab 1e@faa; gov

Signature & Date {Optional)

40. ADDITIONAL Points of Caontacts (POCs) (as deteﬁnined by each Agency)
This may inefude CONTRACTING Office Points of Contact (POCs).

Requesting Agency Servicing Agency
Name Nancy Gallagher Tom Schroeder
Title Principal Management Official, DHQP Statistician, Director
Office Address 1600 Clifton Road NE, MS A-24 4330 East West Highway, Room 502¢
Atlanta, GA 30333 Bethesda, MD 20814-4408
Telephone Number (404) 639-4675 (301) 504-7431
Fax Mumber {404) 639-4045 (301) 504-0038
Email Address NGgiLagﬁQr@’ﬁqpfgpf :‘ ischroeder@cpsc.gov
Signaure & Date (Optiona)) l\j\g"k‘/ B A _Dighally dgnecdty iSchioeder
Name %L.Geneva Gthani [ ) TSchroed ef_;iiﬁié"ii%?ém N
Titte Senior Budget Analyst, OFR
Office Address 1600 Clifton Road NE
Atlanta, GA 30333
%:Felephune Number {404) 639-3418
Fax Number (404) 639-4023 O
Email Address gnathani@cdc.gov ]
| Signature & Date {Oplional) } = ‘ N
Name Ghtles Denard
Title Public Health Analyst DHQP ‘ .
- Office Address 1600 Cliffon Rd NE B
Atlanta, GA 30333
Telephone Number {404) 639-40585 ) |
Fax Number {(404) 639-4045 a7 — .
Email Address xva9@cte qov s .- : ]
Signature & Date (Optional) o _,?j"/"'
e T

FMS [ 76008 DEPARTMENT OF THE TREASURY

FINANCIAL MANAGEMENT SERVICE
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Statement of Work

Funding for Interagency Agreement 16FED1609441-0001
Title: All Adverse Effects Due to Therapeutic Drugs

Period of Performance: July 21, 2016 to September 30, 2016

I. Purpose

This agreement is to provide funding for the collection of adverse drug event-related injury and illness data in
Fiscal Year 2016. Under this agreement between the Centers for Disease Control and Prevention (CDC) and the
U.S. Consumer Product Safety Commission (CPSC), CDC will contribute to the cost of the National Electronic
Injury Surveillance System (NEISS) and CPSC will maintain or enhance the current scope of NEISS to
accommodate the special interests and needs of CDC for adverse drug event-related injury and illness data for
victims of all ages from October 1, 2015 through September 30, 2016. It is recognized that through a
collaborative, long term commitment to the NEISS that both agencies benefit from program improvements,

training, and cost sharing that assist in the timely assessment of injury/illness incidents and that foster future
projects of common interest.

I1. Background

CPSC contracts with hospital emergency rooms to collect injury/iliness data for the data system known as
NEISS. This system is used by CPSC to identify and measure the magnitude of the injury problems associated
with consumer products that are treated in hospital emergency departments in the U.S. and its territories.

NEISS is a tri-level data collection system, with the capacity for collecting data at emergency departments, from
telephone follow-up interviews with hospital staff and/or victims, and from in-depth interviews with injured/ill
parties and/or witnesses at the sites where the injuries/illnesses occurred. One, two, or all three of these levels
are used by CPSC as primary data collection tools.

Since 1978, other Federal Agencies have found it useful to share NEISS, including having CPSC expand the
scope of the injuries collected or add to the list of variables to be collected. Agencies which have shared NEISS
data through interagency agreements in the past include: Environmental Protection Agency (EPA), Centers for
Disease Control and Prevention (CDC), National Highway Traffic Safety Administration NHTSA), Food and
Drug Administration (FDA), and the Bureau of Justice Statistics (BJS). Through interagency agreements with
CDC in I'Y 2003 through FY 2014, CPSC expanded NEISS to include all adverse drug event-related incidents
involving therapeutic use. In FY 2015, CPSC also began work on including adverse drug event-related
incidents involving self-harm, assault, abuse, and undetermined intent of use.

CDC has a need to measure the number and rate of adverse drug-related injuries. NEISS has provided this
information on an ongoing basis and in a timely and cost-effective manner. Under this agreement, CDC will
contribute funds towards the cost of NEISS contracts in return for sharing of data from this system.

TH. Scope of Work
A, Under the terms of this agreement, CPSC agrees to effect modifications to NEISS to meet the
needs of CDC in collecting adverse drug event-related injury and illness data. These

1



IV.

VL

VII.

modifications were put in place in past agreements dating most recently back to FY96. These
modifications expanded the scope of data collected through the NEISS system to include adverse
drug event-related injuries and illnesses regardless of product involvement, added CDC special
study variables to the NEISS surveillance system for adverse drug event-related cases, and
established a system whereby CDC is routinely provided with adverse drug event-related data
collected through the NEISS system. This agreement covers adverse drug event-related injuries
and illnesses to victims of all ages who are treated in the CDC hospital sub-sample (nominally 63
hospitals) of the entire NEISS hospital emergency department sample (nominally 100 hospitals)
from October 1, 2015 through September 30, 2016.

Under the terms of this agreement CPSC shall:

1. Provide CDC with all in-scope adverse drug event-related injury and illness data from the
CDC hospital sub-sample, including standard NEISS data variables and CDC special study
variables for adverse drug event-related cases.

Period of Performance

This agreement is approved from the date of signature for both agencies through September 30, 2016.
Period of Performance July 21, 2016 to September 30, 2016

This agreement is severable

Estimated Costs
Estimated costs are $93,000. This cost estimate is broken down into the following sub-categories:

$93,000 for adverse drug event-related case reporting and quality assurance.

TOTAL: $93,000

The distribution of funds within the categories may be modified as needed by CPSC to complete the
collection of the CDC adverse drug event-related injury and illness data through NEISS.

Funding

All funds provided by CDC in this agreement must be obligated by the performing agency by the end of
the fiscal year in which the funds expire. Any unobligated but expired funds may not be used to fund
services in subsequent periods. The CDC Financial Management Office (FMO) must be notified of any
unobligated funds pertaining to this agreement at least 60 days before the end of the fiscal year so that
the agreement can be amended to reduce the obligated amount when appropriate. The notification must
be provided to the address cited below (in paragraph VIII).

Conditions of Payment {including under a Continuing Resolution)
Under terms of this agreement, CDC will affect the transfer of $93,000 to CPSC in Fiscal Year 2016
immediately upon receipt of this signed Interagency Agreement and billing statements,




VIIL. Accounting and Billing Information

IX.

XL

Funds for this project for FY2016 in the amount not to exceed $215,000.00 will be transferred to CPSC
via IPAC using the following account data:

From CAN To
Agency CDC CPSC
Appropriation 75160943 939XXZG 0100A16RSE-2016-1117900000-
EXHR004310-252E0
EIN 586051157 US Treasury Code: 6160100
ALC 75090421 61-00-0001
DUNS# 927645465 069287522
TIN 520978750
CAN 939ZZXG
5-6PPOALG
Object Class 25308 252E0
Amount $93,000.00 $93,000.00

When billing CDC through the IPAC system, CPSC will reference agreement number CDC
16FED1609441.

When funds are provided to the performing agency in advance of services being performed or goods
being delivered, the performing agency is required to provide, within 15 days of the end of each quarter,

statements of obligations and expenditures made during the quarter. These statements are also provided
to the address below:

CDC, FMO

Attn: IPAC Desk

1600 Clifton Road, MS D-06
Atlanta, GA 30333

Equipment
If equipment is procured by CPSC to accomplish the program’s goals and objectives using funds
provided by this interagency agreement, CDC will retain title to the equipment, with the exception of

equipment procured in support of the overall NEISS project for which CPSC shall retain title of
equipment.

Travel

Travel under this agreement is subject to allowances authorized in accordance with the Federal Travel
Regulations, Joint Federal Travel Regulations, and/or Foreign Service Regulations,

Conflict with Existing Agreements
There is no duplication or conflict with existing agreements, policy, or statue.




XIIL.

XIIL

XIV,

XV.

XVL

Program Contacts

CDC: Daniel Budnitz
DHQP/NCDPCID/CCID/CDC
1600 Clifton Rd, NE, MS-D-26
Atlanta, GA 30333
(404) 639-4096
DBudnitz{@cde. gov

CPSC: Tom Schroeder
CPSC
4330 East West Highway, Rm 502C
Bethesda, MD 20814-4408
(301) 504-7431
TSchroeder@cpse.gov

Budget Contacts
CDC: Geneva Nathani
Budget Analyst

1600 Clifton Rd, NE, MS-A-07
Atlanta, GA 30333

(404) 639-3418
gnathani@cde.oov

CPSC: James Baker, Budget Officer
4330 East West Highway, Rm 520A
Bethesda, MD 20814-4408
(301) 504-7575
jbaker(@cpsc.gov

Modification and Cancellation

This agreement may be modified by mutual consent of both parties or canceled upon 30 days
advance written notice by either party.

Authority
This agreement is entered into under Section 601 of the Economy Act, as amended (31 U.S.C. 1535) and
the Consumer Product Safety Act.

Information Safeguards

CDC shall comply with the Privacy Act in using and storing information related to this agreement. CDC
shall provide CPSC with written assurances satisfactory to CPSC that the identity of any injured/ill
person, and of any person who treated an injured/ill person, shall not be included in any report or
information made available by CDC to any member of the public. CDC also agrees that it shall not
disclose information compiled under this agreement to the public if the information describes a
consumer product in such a manner that will permit the public to ascertain readily the identity of the
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manufacturer or private labeler of a consumer product under the authority of the Commission unless the
Commission is notified, and the Commission complies with Section 6(b) of the CPSA (15 U.S.C. 2055).

CDC shall maintain all publicly accessible NEISS data records through internet file downloads, web-
based query systems, or other electronic mechanisms such that individuals or NEISS hospitals are not
directly or indirectly identifiable. CDC shall refer all public requests for hospital identities to CPSC.
CDC shall provide CPSC, at their discretion, the opportunity to review for up to 30 days all bulk NEISS
adverse drug event-related data prior to intended release via internet file downloads, web-based query
systems, or other electronic mechanisms.

CDC shall be considered the originating agency for all adverse drug event-related injury and illness
cases, including basic NEISS case data and any supplemental data collected. CDC shall serve as the
CDC center responsible for employing adequate and effective security controls to protect the
confidentiality, availability, and integrity of adverse drug event-related NEISS data, including all data
shared with other organizations. CDC shall ensure, prior to the sharing of any data, that the recipient
organization affords the appropriate equivalent level of security controls as maintained by CDC, the
originating agency. Since data security remains the responsibility of CDC, procedures shall be agreed to
in advance that provide for the security controls of the recipient organization.

Because individual NEISS case information for adverse drug event-related injuries and illnesses are
considered extremely sensitive and public release of the NEISS data may harm the affected patient,
CDC, as the originating agency shall establish agreements with recipient agencies that consider and
apply all appropriate management, operational, and technical security controls including physical
security needs, such as whether personal information is so sensitive that it should be kept in an approved
security container, or whether access to where the information is located should be limited; personnel
security needs, such as additional controls over individuals who have access to data; network security,
including encryption for data in transit and protection for data at rest; and procedures for the retention
and timely destruction of identifiable records. CDC shall provide CPSC a period of up to 30 days to
review and provide comment on the privacy and security implications of new data sharing agreements.
Once appropriate interagency data sharing agreements have been established between CDC and
recipient agencies, CDC may, at its discretion, authorize CPSC to provide NEISS adverse drug event-
related case data directly to the recipient agency.,

From time to time, CPSC may be contracted by other agencies to collect supplemental information on
specific cases that include adverse drug event-related injuries and illnesses. Because the activities of the
contracting agency and subsequent release of the adverse drug event-related data collected has the
potential to harm individual patients and compromise CDC’s ability to continue to collect adverse drug
event-related injury and illness data through NEISS, CPSC shall provide CDC a period of up to 30 days
to review and provide comment on the privacy and security implications of the new data collection.
CPSC shall ensure that agreements with contract agencies include provisions requiring the contracting
agencies to apply all appropriate management, operational, and technical security controls including
physical security needs, personnel security needs, network security, and procedures for the retention and
timely destruction of directly or indirectly identifiable records. Additionally, CPSC shall make a
reasonable effort to ensure that CDC have, at their discretion, a period of up to 30 days for review of
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products arising from such agreements that include adverse drug event-related case information and that
are intended for public release. The CDC review shall not prohibit data release nor shall it be implied to

indemnify CPSC or other agencies in the event of public release of personal identifiers through their
data release mechanisms.

CDC, as the originating agency, shall be notified in a timely fashion of all adverse drug event-related
data requests under the Freedom of Information Act (FOIA) or other applicable court order. Routine
FOIA requests specific to only adverse drug event-related case information shall be referred to CDC for
disposition. Requests for mixed data including more than just adverse drug event-related case
information shall be responded to by CPSC with the opportunity for CDC to provide comment on the
releasibility of the adverse drug event-related case data.

The provisions in this section, Information Safeguards, shall not in any way prohibit or limit the use of
the NEISS adverse drug event-related injury and illness data by CPSC staff in fulfillment of their agency
mission and responsibilities. CPSC shall make a reasonable effort to ensure that CDC have, at their
discretion, a period of up to 30 days for review of products that include significant adverse drug event-
related case information and that are intended for public release. The CDC review shall not prohibit data
release nor shall it be implied to indemnify CPSC.



Determination and Findings (D&F)
Regarding Interagency Agreement Request
Between the Centers for Disease Control and Prevention
National Center for Emerging Zoonotic and Infectious Disease
Division of Healthcare Quality Promotion

And 0944.1-0001
Consumer Product Safety Commission: (16 FED16034XX00HX)

1. Nature and/or description of the action being approved.

The purpose of the project titled: “Adverse Events due to Therapeutic Drugs (ADEs)” is
public health monitoring of serious adverse effects from medications. The U.S. Consumer
Product Commission (CPSC} will provide timely ADE data from the National Electronic
Injury Surveillance System (NEISS) to CDC. This system is unique in the capacity to provide
timely, detailed, and nationally representative data on adverse drug events treated in
emergency agreement. In summary, this activity supports CDC’s goals of integrating and
enhances existing surveillance systems to detect, monitor, report, and evaluate public heaith
threats and to prevent adverse events in patients. The amount is §22:00001x $93,000.00

2. This D&F is based on the provisions of the Economy Act, 31 U.S.C. 1535

3. It is agreed that DHQP will participate in the scientific and technical oversight of the
project in conjunction with the CPSC. The CPSC will be responsible for fiscal management
of the project. (This project does not involve human subjects’ research).

4. The interagency acquisition is in the best interest of the Government and the  services

cannot be obtained as conveniently or economically by contracting  directly with a private
source.

5. If the Economy Act order requires contract action by the servicing agency, the D&F must
also include a statement that at least one of the following circumstances applies:

6. NCEZID has determined that the use of (Consumer Product Safety Commission (CPSC)
is best procurement approach based on the following:

4. CPSC currently has an appropriate vehicle in place that allows for recruitment of
skilled, knowledgeable individuals whose expertise has historically resulted in the
successful completion of critical research projects for the agency. Use of this existing
relationship is in the best interest of taxpayers because of minimal overhead costs and
reduced time investment by CDC personnel.

b. DHQP has been the requesting organization for multiple years with NEISS/CPSC and
has expertise with administering the agreement throughout the acquisition lifecycle.

¢. The IAA is an existing mechanism that has been successfully managed by the CDC
for many years.

7. Signature: The D&F must be signed either by the official who signs the
IAA request, or an individual acting with the authority of the IAA signer, or a

higher authority. The Contracting Officer must also sign the D&F in
concurrence.



T e S R BT RS

16FED1609441-0001

$93,000.00
i Smn’mm.j R {“‘

i .

A0

JU AW e st

Nancy (raiia&,hct
Principal l\fl'mdﬁuncn(t Official
Division of {Tealthcare Quality Promotion
National Center for Emerging and Zoonotie Infectious Discases
Centers for Disease Control and Prevention

~ ) %/mw\—&_%_ﬂ Date: _E{')ﬁ j’}'_ :m_{_ &ﬁ

/ ~Beth i B:ﬂ MD. MPH \
Diredtor
National Center for Emerging and Zoonotic Infectious Diseases
Centers for Discase Control and Prevention

Dx tally signed by Amanda E. itaynes
9 g U?Gavemnml.nu HHS.M (DL,

e, o
Havnes - S evercoin, 521431520030 1001120001743,
Amanda E. Hay T Tors 3o 20 o128 Date: __7/6/2016

fm‘\—tﬁgﬁ;c_f: Hﬁaynes
Contracting Officer
BRSEKODEBOMHKKIMIXNE% OAS

Centers for Disease Control and Prevention




