CPSC-IAG-01-1163; MOD #61

UnfTed States Government

Interagency Agreement (IAA) — Agreement Between Federak Agencies
General Terms and Conditions (GT&C) Scetion

IAA Number 13FED1306563 _ppop- 0061
GT&C # Order # Amendment/Mod #

DEPARTMENT AND/OR AGENCY

1. Requesting Agency of Products/Services Servicing Agency Providing Products/Services
Name Centers for Cisease Control and Prevention Consumer Product Safety Commission
Addrass 1600 Clifton Road NE, Mailstop A-24 4330 East West Highway, Room 502D
55| Atianta, GA 30333 Bethesda, MD 20814-4408

2. Servicing Agency Agreement Tracking Number (Oplional) CPSC-IAG-01-1163 Mod #61

3. Assisted Acquisition Agreement Yes 1wl

4. GT&C Action (Cheek action being taken)
V] New

1 Amendment — Complete only the GT&C blocks being changed and explain the changes being made:

[“Jcancellation - Provide a brief explanation [or the |AA cancellation and complete the effective End Pate.

5. Agreement Period  Start Date 05-01-2013 End Dale_ 09-30-2013 1A A or effective cancellation date
MM-DD-YYYY MM-DD-YYYY

6. Recurring Agreement {Check One) A Recurring Agreement will continue, unless a notice to discontinue is received.

ves[ ] If Yes, 1sthis an:  Annual Renewal I:]

Other Renewal [ State the other renewal period:
No {Z]
7. Agreement Type (Check One) Single Order [AA DMultip!e Order TAA
8. Are Advance Payments Allowed for this FAA (Check One) dvyes N

If Yes is checked, enter Requesting Agency’s Statutory Authority Title and Citalion

Note: Specific advance amounts will be ecaptured on cach related Order,
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United States Government
Interapency Agreement (IAAY — Agrecement Between Federal Apgencies
General Terms and Conditions (GT&C) Section

JAA Number 13FED1 306563 - 0000 - 0061
GT&C # Order i Amendment/Mod if

9, Estimated Agreensent Amount (The Scrvicing Agency completes all information for the estimated apgreement amount,)
{Oional for Assisted Acquisitions)

Provide a peneral explanation of the Overhead Yees & Charges
Direct Cost $79.000.00  1$73,000 for adverse drug event-related case reporting and quality assurance
$35.000.00 $35.000 for administrative costs of programming supporl, defivering data,
! ’ improving quality assurance, and evaluation activities

Qverhead Fees & Charpes

Total Estimated Amount $114,000.00

10. STATUTORY AUTHORITY
a. Requesting Ageuney’s Authority (Cheek One)

Franchise Revolving Working Leonomy Act Other
Fund Fund Capital Fund (31 U.S.C. 1535/FAR 17.5)  Authority
[ 3 [ ] C

Fill in Statutory Authority Titke and Citation {for Franchise Fund, Revalving Fund, Working Capital Fund, or Other Avthority

b. Servicing Agency’s Authority (Check Gne)

Franchise  Revolving Working Economy Acl Other
Fund Fund Capital Fund (31 U.S.C_1535/FAR 17.5)  Authority
1 1 ] O

Fill in Stafutory Authorily Title and Citation for Franchise Fund, Revolving Fund, Working Capital Fund, or Other Autharity

11. Requesting Apency’s Scope {Stale and/or list attachments that support Requesting Agency’s Scope.)

See Altachment

12, Roles & Responsibilities for the Requesting Apencey and Servicing Agency (State and/or list allachments for the roles and
vesponsibilities for the Requesting Agency and the Scrvicing Agency.)

See Altachment
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United States Government
Interagency Agreeinent (IAA) — Agreement Between Federal Agencies

General Terms and Conditions (GT&C) Section

1AA Number  1SFED1308563  _ gnap . 0061
GT&C 1 Order#f Amendment/Maod 4

- 13. Restrictions (Optional) (State and/or atlach unique requirements and/or mission speeific resirictions specific to this 1A A).

14, Assisted Acquisition Small Business Credit Clause (The Servicing Agency will allocate the socio-ecanomic credil to the
Requesting Ageney for any contract actions il has exceuled on behall of the Requesting Agency,)

I5. Dispufes: Disputes related (o this IAA shall be resolved in aecordanee with instructions provided in the Treasury Financial
Manual (TFM} Volwme 1, Part 2, Chapler 4700, Appendix 10; Intragovernmentat Business Rulcs.

16. Termination (Insert the number of days that this IAA may be terminated by writlen notice by either the Requesting or Servicing
Agency.}
30

IT this agreement is canceled, any implementing contract/order may also be canceled. [T the 1A A is tlerminated, the ageneies shatl
agree Lo the lerms of the lermination, including costs attributable to cach party and the disposition of awarded and pending actions.

If the Servicing Agency incurs costs due to the Reqguesting Agency’s failure to give the requisite notice of its intent to terminate the IAA, the
Requesting Agency shall pay any actual costs incurved by the Servicing Agency as n result of the delay i notification, provided such costs
are directly atiributable to the failure to give notice.

17. Assisted Acquisition Agreements — Requesting Agency’s Organizations Aunthorived To Request Acquisition Assistance for
this FAA. (Statc or attach a list of Requesting Agency’s organizations awthorized 10 request acquisition assistance for this IAA.)

DHQP, NCEZID, CGC

18. Assisted Acquisition Agreements — Servicing Agency’s Organizations authorized to Provide Acquisifion Assistance for
this IAA. (Siate or attach a list of Servicing Apency's organizations authorized o provide acquisition for this TAA)

CPSC, Bethesda, MD

19. Requesting Agency Clause(s) (Optional) (State and/or attach any additional Requestiog Agency clauses.)

A. Travei under this agreement is subject to allowances authorized in accordance with Federal Travel Reguiations, Joint
; Federal Travel Regulations, and/or Foreign Service Regulations.

B, Unless otherwise requested by the procuring agency, CDC will relain tille to any equipment procured in order to
provide service.
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United states Governmend
Interapency Agreement (TAA)Y ~ Agreomnent Between Federal Agencies
General Torms and Conditions (GT&C) Section
[AA Number 13FED1_§_Q_§563 - 0606 - 0061
GT&O # Onder & Amendmant/Mod 4

20, Servicing Agency Clause{s) (Opuional) (State andior attach any additional Servicmg Agency clauses.)

- 21, Additional Requesting Agency andfor Servicing Agency Attachments {Optional) (State and/or attach any additional
Requesting Agency and/or Servicing Ageney attachments.}

S Tt T NI s e e A St Rt 5 s e

22 Annual Review of IAA

By signing this agreement, the partics agree to annuadly review e TAA i the agreement period exceeds one year. Appropriate
changes with be made by amendiment to the GT&C and/or modification oy alfected Order(s).

AGENCY OFFICIAL

The Ageney Official is the highest fevel aceepling authority or ofhiciut as designated by the Reguesting Apency and Servicing Agency

1 sign this agreement. Hach Ageney Oflicial must ensure ta the generid terms and conditions are properly defined. including the
stated statutory authoritics, and. that e scope o work can be fullibled por the wgreement.

The Agreement Peviod Start Date (Bloch 5) must be the smne as or Later than the signatiee dales,

Actual work for this 1AA may NOT begin until an Order Iuts Been signed by the appropriate individuals, as stated in the Insiructions
for Blocks 37 aned 38, 7

23, T NGquesting Ageney T TSevieing Agency T
Nume cth P, Beli, MDD, MPH

Douna Hutton

ke Director, NCEZID Contracting Officer, CPSC |
Telephone .

Number(s) (404) 639-38C7 o B ‘(”"301) 504-7009

“ax Mumber -
'1 - Number ( 4)639"3936 (978} 244-8640

Email Address bhell@ede gov dhuttonlepsec. gov

NIGNATURE

A

- Approval Date

/2

F
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FINANCIAL MANAGEMENT SERVICE
Page 4 of 4



CPSC-IAG-01-1163; MOD #61

United States Government
Interagency Agreement (1AA) — Agreement Between Federal Agencies
Order Requirements and Funding Information (Order} Section

1AA Number 13FED1306563 . 0Céel o Servicing Ageney’s Agreement
GT&C 1 Order #  Amendmeni/Mod i Tracking Number (Optionaly CPSC-1AG-011163

PRIMARY ORGANIZATIONANFICE INFORMATION

24. Reqguesting Agency Servicing Agency

Primary Organization/Offlice Centers for Disease Control and Consumer Product Safety Commission
Name Prevention (CDC)

Responsible Organization/Office | 1800 Clifton Road, MS A-24 4330 East West Highway, Room 5020
Address Adlanta, GA 30333 Bethesda, MD 20814-4408

ORDER/REQUIREMENTS INFORMATION

25. Order Action (Check One)
New

] Modification (Mod) ~ List aflected Order blocks being changed and explains the changes being made, For Example: for
a performance period mod, state new performance period for this Order in Block 27. Fill out the Funding Medification
Summary by Line (Block 26) it the mod involves adding, deleting or changing Funding for an Order Line.

[ ]Cancellation -- Provide a briel explanation for Order cancellation and 31} in the Pecformance Period Lind Date for the
clleclive cancellation dale.

26. Funding Modification lomiiof'AII
Summary by Line Line Ling i Ling # Other Lines Total
ary by ' S ’ - 1 {attach funding

i i i . o details) _
Original Line Funding 3 8 b k) 10.00
Cumulative Funding Changes
From Prior Mods taddition (+Yor | & $ i) 3 $0.00
reduction (-)] 7 :
Funding Change for This Mod b $ 5 b $0.00
TOTAL Modified Obligation $0.00 $0.00 $0.00 $0.00 © } %0.00
Total Advance Amaunt () s $ $ % $0.00.
Net Modified Amount Due $0.00 $0.00 $0.00 $0.00 .| s0.00:
27, Performance Period Start Date 05-01-2013 Lnd Date 09-30-2013
For a performaace periaod mod, inserl MM-DID-YYYY MM-DD-YYYY
the start and end dates that reflect the
new performance period,
FMS Fo™ 7600B DEPARTMENT OF THE TREASURY

04112
FINANCIAL MANAGEMENT SERVICE
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1AA Order

IAA Number T3FED1306563 . . 0061 Survicing Agency’s Agreement
GT&C 1 Order il Amendment/Mod # Tracking Number (Optional) CPSC-IAG-011163
28. Order Line/Funding Information Line Number
Requesting Agency Funding Servicing Agency Funding Information
Information

ALC 75-08-0421 61-00-0001
Component } SI' | ATA 1 ab | Bpos | EPCA | A | MAIN | SUB L SB  ATA W Aty | wroa | EPOa | A ] mav | sug
TAS Required N
Iy 161201
OR Current TAS format 75-13-0849 ' C100A13 RSE-2013-1117900000-EXHRC04310-252F0
BETC DISB COLL
Object Class Code (Oplionaly | 25330
BPN 927645465 066287522
BPN -+ 4 (Optional)
Addilional Accounting EIN: 58-6051157 EIN:620878750
Classification/Information | [AA #13FED1306563 US TREAS CODE: 6130100
(Optional; CAN 921HQ46
Requesting Apency Funding Expiration Date Requesting Agency Funding Cancellation Dale

08-30-2013 __08-30-2018
MM-DD-YYYY MM-DD-YYYY

Adverse Effects Due to Therapeutic Drugs
Project Number & Title

Description of Produets and/or Services, including the Bona Fide Need for this Order (State or atlach a deseription of
preducts/services, including the bana fide need for this Order.)

t hereby certify that (a} this requiremenl represenis a bana fide need of liscal year or years for which the appropriation was made and complies
with the Anti-deficiency Act and (b) funds are commiilted foe the base peried or first increment of perfarmance of this acquisition.

Noith American Industry Classificalion System (NAICS) Number (Optional)

Breakdown of Reimbursable Line Costs OR Breakdown of Assisted Acquisition Line Cost:
Unit of Measure Contract Cost | § 79,000.00
Quantity Unit Price Total Servicing Fees | 5 35.000.00
¥ 0.00 Toml | 3 114,000.00
Obligated Cost
Overhead Fees 8 Charges 5 Advance lor | &
Total Line Amount Obligated $ 0.00 Line ()
Net Tolal Cost | 8 114,000.00

Assisted Acquisition Servicing Fees Explanalion

Advance Line Amonnl {-) g $79,000 for adverse drug event-related ¢ase reporting

and quality assurance
Nel Line Amount Due g 0.00 335,000 for adminislrative costs of programming
support, delivering data, improving guality assurance, an

Type of Service Requirements

[] Severable Service Non-scverable Service L. Nt Applicable

FMS P 76008 DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVIGE
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1AA Order

IAA Number 13FED1306563 . - 0961 - Servicing Agency’s Agreement
GT&C # Order il Amendment/Mod #f Tracking Number (Optional) Q_E_SC'MG'M 11_6_2’_

29, Advance Information {Complete Block 29 if the Advance Payment for Products/Services was checked “Yes” on the GT&C.)

Total Advance Amount for the Order § FAIL Order Line advance amaunts (73lock 28) must sum Lo this total ]

Revenue Recognition Mcthadalogy (according to SFIFAS 7Y (hdentify the Revenue Recognition Methodotogy thal will be used to
account for the Requesting Agency’s expense and the Servicing Agency’s revenue)
] Straight-line — Provide amount to be accrued § and Number of Months
(] Accrual Per Work Completed - Identify the accounting posting periad:
D Monthly per work completed & invoiced

L] Other - Explain other vegalar period (bimonthly. quarterly, elg.) for postine aceruals and how the accrual

amounts will be communticated if other than l}Ilch.l

30. Total Net Order Amount: § 114,000.00 N R
[All Order Line Nel Amounts Due lor reimbursable agrecments and Net Total Costs [or Assisted Acquisition Agreements (Block 28)
must sun 1o this lolal.)

31, Attachntents (State or list attachments.)

Key project and/or acquisition milestones (Optional except lor Assisted Acquisition Agreements)
See atlached SOW

[ Other Attachments {Optional)

BILLING & PAYMENT INFORMATION

32. Payment Method (Check One) [Intra-governmental Payvment and Colleetion (1PAC) is the Preterred Methad. ]
TEHPAC s used, the payment method must agree with the TPAC Trading Partser Agrecment (1PA).

(] Reguesting Apgency Initiated [PAC Servicing Ageney Initiated 1PAC
{1 Credit Card C other xplaio ether paymoent method and reasoning

33, Billing Frequeney (Check One)
{An Invoice must he sehmitted by the Servicing Ageney wad aceepted by the Reguesting Ageney BEFORE Tunds ave
reimbursed (Le., via IPAC fransaclion)}

] Monthly O Quarterly Other Billing Urequency (include explanation) Up?rl receipt O_f IPAC

34, Payment Terms (Check One)

As the services are completed or upon receipt of IPAC
(14 days Other Payment Terms (include explanation):

FMS gj,’f; 76008 DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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TAA Number 13FED1306583

Gidel #

IAA Order
0061

(hdey 7 Amendment™uod #

e o, w0443 Er e

35.
T.C FY DOC. REF
050 13 214

R ihlu (l\.!“ﬁht]l]nng_ Infor m.:imn for i’imhu ty (leum uE}

Fanding Clauses/Tnstructivns (Optional) (Stie and:or Bist funcding elausesinstractions.)

0.C

CAN
921H045

DOC. NG.

13FED1306563 2

Servicimg Ageney’s Agreement
Tracking Number (Optivnal) CPSC-IAG-011163

BACS
5614-A-11101

SAMOUNT

5330 $1 142000

Agency Name

Pomt of Contact (1POC )Namc & e

POC T lmul Address

l)cincn\ f\kdeL’is

i\oum \umhu

POC Telephone Number

Special Shipping Informiation

AT AT AT e e w1+ AR 2

APPROVALS AND CONTACT iN’

37, PROGRAM OFFICIALS
The Program OfTicials, as wentificd by the Requesting Agency and Seevicing Agenoy, must cosure i the scope of work is
properly defined and can bo Tuttitled for this Ordet, The Program OMciat may or may not be the Contracting Oificer depending on
cach aIALI]L\ 5 I/\z\ {umnuﬁ. process.

Ru[umtm" /\%m i

E'(}RM AT li)'\

Hu\ cing ‘\“LIIL v

Namy

SER Bell, MD, MPH

Donna H utton

Title

Director,

NCEZID

Division Director, Contracting Officer

(404) 639-3967
404}6 63939365

i nmzl ‘\(.ikll\\‘)

%E{ \\{ 9”

s

I Fale .\Enmd

that t

g e

B 4{5 YR

38 F Ea’\!)!r\( O i( lA[ 5 - The Funds Approving ()Ha(mls as e nlmed iw lho Roquc»tmf’ Apency and wacmg Ay@r-cy, cerrify
the fupds are accurstely cited and can be properly accounted for per the purposes set forth in the Order.
Agency Funding Official sipns to oblipate funds, The Servicing Agency arding Olhoit signs 1o start the work, and to biil, collect,
and properly account for funds frem the Requoesting Agency, i accordance with the agreemaent.

RL([LIL\HHL‘ ‘\u.nu

Nae

ln'

g
‘a(*ﬁs()l BU(lq“t Analyst

G eneva Nathani

© 1(301) 504-7009

dhutlor f,(‘p 3C.gov

s /?/é‘f/

wohondin

The Requesting

“xu\ wing ’\%HL)

FJ{I‘-,(, a %L%‘»l

L)xrm.im Fmal*cml SWV'"

lcicphum F\mn‘m

(a(ﬂi) 639 3418

l ax Numbur

(404} {JJE} 4023

l anad] Address

SEGMA PURY

Erate Sigaed

gn.-,u hc:m@m ¢ qov

(307) 504-7566

E:
FMS Fo 76008
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IAA Order

. a . D06l .
IAA Number P3FEDYINEHRD - Servicmg Agency’ s Agrecnw s

R Oree: o Amendinent-Nog 4 Frecking Namber i Opionafy CESCHAG-011163

CONTALT INFORMATION

FINANCE OFFICE Points of Contact (7EOU)
The finnnee office points of vontaet must ensere that e pas went (Requesting Agencyy bithing (Seivicing Ageney), and
advancedaccnunting infonmation are accurate mm-l\' tor thes Order

© v

Fax Number

il Address t\taylochdc qov

C- AIth—CPSC—Accounts—-Payable@faa gov o B

39, ' Requesting - \;,cncs (Payme nt Oﬁu.c) ‘scrnun;_ \;,cnc'. (Bli[m ! t)ﬁuc)
kAU AL STVIRHE ARTIR ARTRRG ANE i
Namu B Barry Taylor DE‘bble Youg e
| Title CDC, Financial Managemenl O\flce '[Eg\iggl Agency Paynment Offlcer o ___f
Oflice Address 1600 Clifton Road NE. MS C.12 PO Box 25710 ‘Fed. Aviation Admin. }
Atianta, GA 30333 Olclatioma City, OK 73125 i
'Inlpphnm I\«umbu h (404) 718- 8[)74 T T (405) 954—'7407 T |

S U e e p———— s

S}gnu[urc & Date { Optional)

{ 40, ADDITIONAIL Points of Contacts 1POCS) [as deteiinoad by cach Apenoyy

rhh mav include CONTRATTING Gifice Powss of Contacy (PUHOS,
T 'IU;]L -\gcncs

Name o [Nar‘cy Ganagher - '1_0:11 _ochroeder o L
Title o |Pr|nc1pa| Managemenl 1 Official ) |Smtisi|r:an Dweclor.__ i
(3ftice Adress ' 1600 Clifton Road NE. MS A-24 | 4330 East West Highway. Room §920
IAt!anla GA 30333 | Bethesda, MD 20814-2408
Telephane Number 1(404) 839- z.;_.;'?:; " ) : o f_-_j-_~36:i )_%63“551 T i_____._. B h ~ B
Fax Number (404) 639-4046 o gqqp(\:aa
| Hnail Add rews - 'N aliag_hrr .c.gnv
Signature & Dane (Optional) k:‘ff( ﬁ\b\/.‘
{ Nane iDan Bucin'l.f v S
| Titke . DirCCIDr Meclu,amﬂ Safety Program
Qffice Adidress 1609 Chiton Road NE. MS A-24
Atlanta, GA 30333
i Tefephane Nnmhcrﬂ {104) 639-502'5 o
| Fas Number l@oayesgacas
£ mnl Address dbugnitz@cde. gcw e
‘)!Ln‘)lun‘ & Dide (O]m-u\ +) o o _:_ _"‘___— _:-;:#_H,L_“ﬁ__, o e
[ Nome - I-ms'uphcr Lerr‘gssecr i ) ) ] _
Tl o | LeutContrect SO LT dic A e
Giitice Arldress KOGR 8LD COLGA Rm 3734 '
Atlanza. GA 30341 ! S
Tetenhore Number (77014882995 _ 4 .
Fax Nurber T mrovassaero_ I e,
Email Address Klem%ﬁtﬁt QY e e . —
Signature & Date (()plt«;u_r:d) s
FMS Fo™ 75008 DEPARTMENTY OF THE TREASURY
Bariz FINANCIAL MANAGEMENT SERVIC..
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CPSC-1AG-01-1163; MOD #61

Funding tor Interagency Agreement L3FEDI 306503
Title: Adverse Elfects Due to Therapeutic Drugs
Period of Performance: May [, 2013 (0 September 30, 2013

l. Purpose

This agrecment is 1o provide funding for the collection ol adverse drug event-related injury and iliness
data in Fiscal Year 2013, Under this agreement belween the Centers [or Discase Control and Prevention
(CDC) and the U.S. Consumer Product Salety Commission (CPSC), CDC wil! contribute Lo the cost of
the National Electronic Injury Surveillance System (NEISS) and CPSC will maintain or enhance the
current scope of NEISS (o accommodate the special interests and needs of CDC for adverse drug event-
related injury and Hlness data for victims of all ages from October 1, 2012 through Seplember 30, 2013,
It is recognized that through o collaborative. long term commitment to the NEISS that both agencics
benefit from program improvements, training, and cost sharing thatl assist in the timely assessment ol
injury/ilhiess incidents and that [oster Tuture projects of commosn inlerest.

1. Background

CPSC contracts with hospilal emiergency rooms Lo collect injury/illness data for the data system known
as NEISS. This system is used by CPSC 1o identily and measure the magnitude of the injury problems
associated with consumer products that wre treated in hospital emergency departments in the U.S. and ils
Lerrilorics.

NEISS is a tri-level data coflection system, with the capacity Tor collecting data at emergency
departments, [rom telephone follow-up interviews with hospital std and/or victims. and from in-depth
inferviews with injurcd/ill partics and/or witnesses at the sites where the injuries/illnesses occurred.
One, two, or all three of these fevels are used by CPSC as primary data collection tools,

Since 1978, other Federal Agencies have [ound it vselul to share NEISS, including having CPSC expand
the scope ol the injuries coltected or add to the list ol variables to be collected. Agencics which have
shared NEISS data through interageney agreements in the past include: Environmentad Protection
Agency (EPA), Centers for Discase Control and Prevention (CDO), National Highway Traffic Safety
Administration (NH'TSA), Food and Drug Administration (FDA), and the Burcau of Justice Statistics
(BJS). Through interagency agreements with CDC in FY 2003 through FY 2012, CPSC cxpanded
NEISS to include all adverse drug event-related incidents,

CDC has o need fo measure the number and rive of adverse drug-related injuries. NEISS has provided
this information on an ongoing hasis and ina timely and cost-cllective manner, Under this agreement,
CDC will contribule funds towards the cost of NEISS contricts in return For continued sharing of dala
from this sysiem.



II1, Scope of Work

A,

Under the terms of this agreement, CPSC agrees to effeet modilications to NEISS (o meel
the needs of CDC in collecting adverse drug event-related infury and illness data. These
modifications were put in place in past agreements dating most recently back 10 FY96.
These modifications expanded the scope of dale collected through the NEISS system to
include adverse drug event-related injuries and illnesses regardless of product
involvement, added CDC special study variables (o the NEISS surveillance system flor
adverse drug event-retaled cases, and established a system wherehy CDC s routinely
provided with adverse drug event-relaled data coltected through the NEISS sysiem. This
agreement covers adverse drug event-reloted injuries and flinesses 1o viclims of ali ages
who are treated in the CBC hospitad sub-sample (nominally 63 hospilals) of the entire
NEISS hospital emergency department sasuple (nominally 100 hospitals) from Qctober |,
20102 through September 30, 204 3,

Under the terms ol this agreement CPSC shall:

. Deliver to hospital coders instructional materials for identilying and coding adverse
drug event-refated injuries and illnesses as provided by CDC and approved by CPSC,
including printed instructions, background malerials, posters, ele.

From time to time (¢.g.. during visits by CPSC stall to hospitals), provide to current

hospitat coders withio the CDC hospiiadl sub-sampic informal training and review on

identifying adverse drug event-related infury and iHiness cases and recording adverse
drug event-related information.

3. Atthe time of hiring, provide raining 1o new hospital coders within the CDC hospital
sub-sample on tdentilying adverse drug event-related injury and iflness cases and
recording adverse drug event-related inlormation.

4. Provide CDC with all in-scope adverse drug even(-related injury and iflness data from
the CDC hospital sub-sample, including standard NEISS dala variables and CDC
special study variables lor adverse drug event-related cases.

5. CPSC will monitor the data collection process and perform routine quality assurance
and quality control procedures on CDC adverse drug event-retated case variables in
addition to the standard NEISS variables.

6. CPSC will routinely provide these duta to CDC monthly in a lile formal {c.g., SAS)
and on clectronic media that are mutually agrecable. For special studics or (o meet
ather unusual data necds, CPSC will provide CDC the data electronically at more
frequent intervals up 1o weekly,

7. Finalized dita will be provided to CDC yearly, and CPSC will provide a statistical
weighling factor (or cach case based on the UDC sub-sample and statistical support,
as necessary. fo enable the cafeulation of national estiniales and error lerms associated
with the estimates,

8. Quarterly, CPSC will provide CIRC with a list ol changes, il any, in hospitals
participating in the CDC sub-sample (including hospilal number, name, address, and

%]

I



CPSC regional coardinator), dales of participation/ease submissions if nol the full
quarler, hospital strata, and the number al standard NEISS and adverse drug event-
relaled cases entered during the quarter. CPSC will maintain an up-to-dale CDC
sample design document detailing sample design changes. monthly hospital
participation, and assigned statistical weights and annually provide a revised copy Lo
CDC.

9. CPSC will notily CDC in advauce of major changes Lo the sample design. variables
collected, variable coding schemes, and other factors that materially influence the
collection or analysis of the NEEISS data.

3. CDC wiil be responsible for analvsis of any of the data resulting from this agreement.
CPSC will provide consultation on matiers concerning the data collection, qualily
control, sample design, injury/illness estimales, sampling crrors and questionnaire design.

D. CDC will be responsible for public release of NEISS data that are idenlified as adverse
drug event-related cases including printed and/or clectronic dissemination of data. Public
release of dala shall exchude hospital and cosc identificrs, and other NEISS dale variables
that identily an individual calendar day, and consumer product or manufaciurer
identificrs as described in Section XV Information Safeguards.

Duration of Agreement
This agreement is approved from the date ol signature for both agencies through September 30,
2013,

Period of Performance: May 1. 2013 - September 30, 2013
Project Period: May 1, 2013 Seplember 30, 2013
Funding Period: May 1, 2013 - September 30, 20113

This agreement is non-severable

Estimated Costs

Estimated costs are $1 14,000, This cost estimate s broken down into the following sub-
citlegorics:

$79.000 tor adverse drug event-related case reporting and quality assurance
$35.,000 for administrative costs of programming support. delivering data, improving
guality asserance, and evaluation activitics

TOTAL:  $1i4,000

The distribution of funds within the categories may be modilied as needed by CPSC o complete
the collection ol the CDC udverse drug event-related injury and iliness data through NEISS,
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IX.

Funding
Al funds provided by CDC in this agreement must be obligated by the performing ageney by the

end of the fiscal year in which the [unds expire. Any unobligated bul expired funds may not be
used (o fund services in subsequent periods. The CDC Financial Management Office (FMO)
musl be notified af any unobligated funds pertaining 1o this agreement at least 60 days before the
end ol the fiscal year so that the agreement can be amended fo reduce the obligaled amount when
appropriate. The notitication musi be provided (o the address cited below (in paragraph VIII).

Conditions of Pavment (including under a Continuing Resolution)
Under terms of this agreement, CDC will affeel the transfer of $114,000 to CPSC in Fiscal Yeur
2013 immediately upon receipt of this signed Interagency Agreement and billing statements.

Accounting and Billing Information
Funds for this project for FY2013 in the amount not to exceed $114,000.00 will be transferred to
CPSC via IPAC using the following account dal

From . To
Agency cpc CPSC
Approprialion 753 -)‘)% OLONA ISR SE-2013-11 17900000~
115130949 EXHRO04310-252E0
EIN A8als 1137 US Treas Code: 6130100
ALC 75090421 61-00-0001
DUNS# 927645405 6287522
TIN 320078750
CAN 92111Q46
Object Class 23330 2521
Amounl B 1 LE000.00) $114,000.00

When billing CDC through the IPAC syslem, CPSC will reference agreement number CDC
[3FED1306563; CPSC-IAG-01-1163 Mod #01.

When funds are provided o the performing agency in advance of services being performed or
goods being delivered, the performing agency is required to provide, within 135 days of the end of
each quarter, statements ol obligations and expenditures made during the quarter. These
statements are also provided o the address below:

CDC, FMO

Altn: 1IPAC Desk

ot Clilton Road, MS [-06
Allanta, GA 30333

Equipment



XL

XL

X1V,

If equipment is procured by CPSC 1o accomplish the program's goals and objectives using funds
provided by this interagency agreement, CDC will retain title o the cquipment, 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 agrecment is subjeci o allowances awdhorized in accordance with the Federal
Travel Regulations, Joint Federal Travel Regulations, and/or Foreign Service Regulations,

Conflict with Existing Agreements
Therc is no duplication or conflict with existing agreements, policy, or statuc.

Program Contacts

Cpe: Dunicel Budnitz
DHOP/NCDPCID/CCID/[(CDC
1600 Clifion Rd, NE, MS-A-24
Attanta, GA 30333
(404) 639-4090
DBudnitzieede,gov

CPSC: Tom Scluoeder
CFSC
4330 East West Thighway, Rim 502D
Bethesda, MD 20814-4408
(301) 3047431
TSchroederrense. sov

Budget Contacts

CDC: Geneva Nuthani
Budget Analyst
(600 Clifton Rd, NE, MS-A-(17
Allanta, GA 30333
(404) 639-3418
enathanifecde. gov

CPsC: Priscila Susi, Director, Financial Services
45330 East West Highway. R 520A
Bethesda, MD 208 14-4408
(301) 504-7366

PSusifesiepse. goy

Modification and Cancellation
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This agreement may be modified by mutual consent of both parties or canceled upon 60 days
advance wrilten notice by cither party.

Authority
This agreecment is entered into under Section 601 of the Economy Act, as amended (31 U.S.C.

1535) and the Consumer Product Salety Act.

Information Safegunards

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 lrealed an injured/ill person, shall not be
included in any report or informalion made available by CDC to any member of the public.

CDC also agrees Lhat it shall not disclose information compiled under this agreement to the
public if the information describes o consumer product in such a manner that will permit the
public to ascertain readily the identity of the manufaclurer 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 (ile downloads,
web-based query systems, or other electronic mechanisms such that individuals or NEISS
hospitals are not directly or indirectly identiliable. CDC shall refer all public requests for
hospital identities to CPSC. CDC shall provide CPSC, at their discretion, the oppaortunity to
review for up to 30 days all bulk NEISS adverse drug event-related data prior 10 intended releasc
via internet file downloads, web-based query systems, or other electronic mechanisms.

CDC shall be considered the originating agency for ali 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 adeguale 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 responsibilily of
CDC, procedures shall be agreed to in advance that provide Tor the security controls of the
recipient organization.

Because individual NEISS case information for adverse drug event-related injurics and illnesses
are considered extremely sensitive and public release of the NEISS dala may harm the affecled
patient, CDC, as the originating agency shall establish agreements with recipient agencics 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 limiled; personnel security needs, such as additional controls over individuals
who have access to data; network security, including encryption for data in transit and protection
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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 agrcements. 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
1o the recipient agency.

From time 1o 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 coniracting 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 conlinue to collect adverse drug event-related injury and illness data through NEISS,
CPSC shall provide CDC a period of up lo 30 days (o 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 (o apply ail
appropriatc management, operational, and technical security controls including physical security
needs, personnel security needs, nelwork security, and procedures for the retention and timely
destruction of directly or indireclly identifiable records. Additionally, CPSC shall make &
reasonable effort to ensure that CDC have, at their discretion, a period of up to 30 days for
review of 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 ariginating agency, shall be notified in a timely fashion of ull 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 eveuni-related case information shall
be referred to CDC for disposition, Requests for mixed dala 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 fhe releasibility of (he adverse drug event-related case dala.

The provisions in this section, Information Safcguards, shall not in any way prohibit or limif the
use of the NEISS adverse drug event-related injury and iliness data by CPSC staf( in falfillment
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 evenl-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.



Approved and Accepted for Consumer Product Safety Commission:

Signature: /{Z@W Date _Mf

Name: Donna Hutton
Title: Iivision Pirector, Contracting Ofticer
Address: Division of Procurement Services

LS, Consumer Product Safety Commission
4330 East West Highway, Room 523
Bethesda, Maryland 208 14

Phone: 301-504-7009

Approved apd Accepted for CDC:

Signature: -

Date: w“’“ {@113

Name: h Bell, M, MIPH

Title: irector, NCEZLID

Address: 600 Clifton Road, NE, MS-C-12
Atlanta, Georgia 30333

Phone: 404-639-3967
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Detenmination and Findings (12&F)
Regarding Interapency Agreement Request
Between the Centers for Disease Control and Prevention
Naticnal Center for Emerging Zoonotic and Infectious Diseasc
Division of Healthcare Quality Promation
And
Consumer Product Safety Commission: (13FED1306563)

I. MNature and/or description of the action being approved.

The purpose of the project titled: “Adverse Events due 10 Therapeutic Drugs (ADEs)" is
public health monitoring of serious adverse effects from medications. The U.S. Consumer
Praduct Commission {CPSC) will provide timely ADE data from the Nationa} Electronic
Injury Surveillance System (NEISS) to CDC. This system is unique in the capacity o provide
timely, detailed, and nationally representative data on adverse drug events treated in
einergency agreement, In summary, this activity supports CDC’s goals of integrating and
enhances cxisting surveillance systems to detect, inonitor, report, and evaluate public health
threats and to prevent adverse events in patients.

2, This D&T is based on the provisions of the Economy Act, 31 U,8.C, 1533

3. ltisagreed that DHQP will participale in the scientific and technical oversight of
the project in conjruction with the CPSC. The CPSC will be responsible for fiscal
management of the project. (This project does not involve human subjects rescarch.

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 |east one of the following circumstances applies:

6. The Contracting Officer has determined that there is no coniract vehicle.
7. Signature: The D&F must be signed cither 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 alsa sign the D&T in
cancurrence.

Program Sponsof] ) dadih : h.’m
¢th P. Bell, Dircctor, NCEZID ,' ‘ RIS Jﬂ [}
Contracting Officer, PGO A / ate:__Y/ 23120/ 8

YAGHE £, leent




