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United States Government
Interagency Agreement {(1AA) — Agreement Between Federal Agencies
General Terms and Conditions (GT&C) Seetion
IAA Number  16FED1609440 - 6000 -
GT&C +# Order # Amendment/Mad #

DEPARTMENT AND/OR AGENCY

I Requesting Agency of Products/Services Servicing Agency Providing Products/Services
Name Centers for Disease Control and Prevention Consumer Product Safety Commission
Name (CDC) :
Address 1600 Clifton Road, MS A-24 4330 East West Highway, Room 502G
) - Allanta, Georgia 30333 Bethesda, MD 20814-4408
-

2. Servicing Agency Agreement Tracking Number (Optional)

3. Assisted Acquisition Agreement Yes 7] Nol]

4. GT&C Action (Check action being taken)

fZ} New

F1 Amendment — Complete only the GT&C blocks being changed and explain the changes being made,

D(ﬁnncellalion — Provide a brief explanation for the IAA cancellation and complete the effective End Date.

] 4
5. Agreement Period  Stan Date _07/21/16 End Date _ 07/20/17 of TAA or effective cancellation date

MM-DD-YYYY MM-DD-¥YYY

6. Recurring Agreement (Check One) A Reeurring Agreement will continue, unless & notice {o discontinue is received.
Yes [Z] H¥es, isthisan: Annual Renewal 2]

Other Renewal [} Siate the other renewal period:

No ]

7. Agreement Type (Check One) [:]Sing!c Order TAA Multiplc Order [AA

8. Are Advance Pavments Allowed for this JAA {Check One) E:}ch No
If Yes is checked, enter Requesting Agency's Statutory Awthority Title and Citation

Note: Specific advance amounts will be captured on each related Qrder.
S

FMS §3’5“ 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_ 16FED1608440 4404
Gr&C # Order # Amendment/Mod £

9. Estimated Agreement Amount (The Servicing Agency completes all information for the estimated agreement amount.,)
(Optienal fr Assisied Aequisitinng

{ Provide a general explanation of the Overhead Fees & Charges

Dircet Cost $82,000.00 |$82,000,000.00 for adverse drug event-related case reporting and quality
) . ) assurance.
Overhead Fees & Charges $40,000.00 $40,000.00 for administrative costs of programing support, delivering data,

Total Estimated Amount $122,000.00 jimproving quality assurance

16. STATUTORY AUTHORITY

A Requesting Ageney’s Authority (Check One)

Franchise  Revolving Working Econoemy Act Other
Fund Fund Capital Fund {31 U.S.C, 1335/FAR 17.5) Authority
i 7 .|

Filt in Statutory Authority Title and Citation for Franchise Fund. Revolving Fund, Working Capital Fund, or Other Authority

b, Servicing Ageney’s Authority (Check One)

Franchise  Revolving Working Economy Act Other
Fund Fund Capital Fund (31 U8, 1535/FAR 17.5) Authority
1 3 L [

Fill in Statutory Authority Title and Citation for Franchise Fund, Revolving Fund, Working Capital Fund, or Other Authority
Section 27(g) of the Consumer Product Safety Act, (15U.5.C. 2076(g))

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

See aftached Statement of Work (SOWH

i 12. Roles & Responsihilities for the Requesting Ageney and Servicing Agency (State andior list aftachments for the roles and
 responsibilities for the Requesting Agency and the Servicing Agency.)

See allached Statement of Work {(SOW)
- See aftached Determination and Findings (D&F)

FMS (57 7600A DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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United States Government

Interasgency Agreement (FAA) — Agreement Between Federal Agencies

General Terms and Conditions (GT&
TAA Number 16FED16Q9440 = 00060 -
GT&C ¥ Order # AmendmentMod #

) Section

13. Restrictions {Optional) (State andior attach unique requirements and/or mission specific restrictions specific o this IAA),

Requesting Agency for any contract actions it has executed on behalf of the Reques

L4 Assisted Acquisition Small Business Credit Clause (The Servicing Agency will allocate the socio-economic credit o the

ting Agency. )

13. Disputes: Disputes related Lo this JAA shall be resolved in accordance with ins
Manual (TFM) Volume I, Part 2, Chapter 4700, Appendix 10: Intragovernmental B

fructions provided in the Treasury Financial
usiness Rules,

Agency.}
60

Requesting Agency shall pay any actual costs incurred by the Servicing Agency as nt res
ave directly attributable to the failure to give notice,

16. Termination (Insert the number of days that this IAA may be terminated hy written nolice by either the Requesling or Servicing

If this agreement is canceled. any implementing contract/order may also be canceled. [f the [AA is terminated, the agencies shall
agree 1o the terms of the termination, including costs attributable (0 each party and the disposition of awarded and pending actions.

If the Servicing Ageney incurs costs due to the Requesting Agency’s failure ta give the requisite notice of its intent to terminate the 1AA, the

ult of the delay in notification, provided such costs

DHQP, NCEZID, CDC

17. Assisted Acquisition Agreements — Requesting Agency’s Organizations Authorized To Request Acquisition Assistance for
this IAA. (State or attach a list of Requesting Agency’s organizations authorized to request acquisition assistance for this IAA.)

I8, Assisted Acquisition Agreements — Servicing Ageney’s Organizations auth

CPSC, Bethesda, MD.

this LAA. (State or attach 2 list of Servicing Ageney's organizations authorized 1o provide acquisition for this [AA )

erized (o Provide Acquisition Assistance for

CDC Statement: "The funding on this agreement is only available to pay for
i end date of the Agreement Period.”

t Travel & Equipmeni Clause: Travel under this agreement is subject to allow

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

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

L Travel Regulations, Joint Federal Travel Regulations, and/or Foreign Service Regulations. CDC will retain the title to any
i equipment procured under this agreement, unless olherwise justified in the stalement of work.

work performed within the dates of the

ances authorized in accordance with Federal

FMS "o 7600A

610
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United States Government
Interagency Agreement (1AA) — Agreement Between Federal Agencies
General Terms and Conditions (GT&C) Section
IAA Number__ 16FED1609440 459

GT&C # Order # Amendment/Mod #

T e e Bt it B Al i s

it e e e A M g e

200 Servicing Ageney Clause(s) /Optional) (State and o atach any additional Servicing Ageney ¢latses )

& |

I

21, Additional Requesting Agenes and/or Servicing Agency Attachments (Optionaly (State and o an

ach any additional
- Requesting Apeney and o Senvicmg Agency attachments. )

This agreement 1s entered into pursuant to the authonity of the Economy Act of 1932, as amended (31 USC § 1535) {or
cite here another statutory reference] and adheres to Federal Acquisition Regulation 6.002 To the best of our knowledge
the work requested will not place DOE and its contractor in direct competition with the domestic private sector,

22, Annual Review of 1AA

B sipning this agreement. the parties agrec 1o annually review the TAA i the agreement period exceeds one vear Appropriate
changes will be made by amendment 1o the GT&C and or modilication to any affected Order(s).

AGENCY OFFICIAL
Phe Ageney Otficial is the highest level aceepting authority or official as destnated by the Reguesting Ap
to sign this agreement. Fach Ageney Official must ensure that the general te
stated statatony athories. and. that the scope of work can be fulfille

ehey and Servicing Agency
rms and conditions are properly defined. including the
d per the agreement

Phe Agreement Period Start Date { Block 31 must be the same as or lter than the signature dates,

Actual work for this IAA may NOT begin until an Order has been sizired by the appropriate idividuals, as stated in the Instructions
for Blocks 37 and 38,
23. Requesting Ageney . _| Servicing Agency i
e | | Eddie Ahmad
L‘Beth P Bell, MD, MPH
S ! . - -
hins Birector, NCEZID

CPSC Contracting Officer
(301) 504-7884

Felephone V
Numbory  |1401)639-2067
Fax Numbe

o Numbe {404) 639-3938

(978) 244-8640
Imail Address R s _
bbeﬁ%:gjmcjgcv o aahmad@cpsc. gov
.4 i -\'1 i { £ i ; ~ {
} ek ey b 1S Gl B
1 “u?‘?‘)ﬁ?\__, 4 I‘\* g8 . \ AN
Approval Date i/ 1

FMS (97 7600A DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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United States Government
Interagency Agreement (IAA) - Agreement Between Federal Agencies
Order Requirements and Funding Information {Order) Section

IAA Number 16FED1609440 - 0001 . Servicing Agency's Agreement
GT&C # Order# Amendment/Med # Tracking Number {Optional)
PRIMARY ORGANZATIONAOFFICE INFORMATION
-_.;4 e et st ot e rw_ S — e b ot e e

'wl \ wm;_, \u ney
- o~ 1

Ru;uu(mn Apeney

PPrinvin Hh amzation tll[m

Nainge iPrevcnhon (CDC)
Respemisible Orgamzation Offjee 3‘ 1600 Chfton Road, MS A-24 4330 East West Highway, Room 502C
Adidress [Alania, GA 30333 Bethesda. MD 20814-4408

Cemors for Disease Control smd

Conqumer Producl Safely Commasmon

ORDER/RFQUIRENENTS INFORMATION

I8 Order Action (Check Onied
[£] New
{1 Modification EMody st atfected Order blocks being changed and evpld um the changes being made. For Txample: for

a performance period mod, state new performang e period {or this Ocder in Block 27, Fill out the Funding Modification
Sumauey by Line (Block 260 i the maod insalves adiing. deleting o clumging ¥ mlding for an Order Line

CJCancetiation  Provide o brief explanation tor Order cancellation and 111 in the Performuance Period i Date tor the
cleetive caneellation date.

26, Funding Madification ; Tatalof Al

i ~ . Unther |anes )
Summary In Line L ¢ 1ane s i ne [otal

co ' taitach fundimy
. ) ) ) _ dLl t!.i\i

l)rwm 1] ] e ! undm , ‘- _ by ) o5 S S 0.00
{ umu! wive Fandmyg O h nges '

From Poen Mods |, wd o 4 ) o ; 5 5 S < 50.00
uémlmn {- ;] ‘ o

| umhm ( h ey Lo Hm Aond 4 S 5 AN $ Q.00
TOTAL Modified Obligation $0.00 50.00 $0.00 50.00 $0.00
Potad Advanve Amowm i) b 5 5 5 $0.00
Net Moditied Amount Due $£0.00 £0.00 €0.00 $0.00 .00
27, Performance Period Stat Date 07/21/16 . [ad e 07/20/17

Fora pestomance pend mod e
§orhe skt and end dates Hud 1etTeds the

\!\I I)I) \‘: Y

\I\I E!I) \\ YY

ness perorpnee perrod

FMS Fo'™ 7600B

04112 DEPARTMENT OF THE TREASURY

FINANCIAL MANAGEMENT SERVICE
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IAA Order

TAA Number 16FED1609440 0001 . Servicing Agency’s Agreement

GT&C # Order#  AmendmentMod # Tracking Number (Optional) e
28 Order LineFunding tnformation T i Line Number ]
v ? thuutnu__ \"uu\ Funding ' Servicing Agency Funding Information
o i Infmm‘l!mn_ 1
ML 75-09-0421 _ 61 OO OOO’%
L ompotient wp § ISR , N1 ! By i [EULEN i 1 1: MAS st ] v ] un | mros , TS ; vl ey T
RN . I - Lo L I e e SO R
o i {O?S ]2016 2016 i 949 1000 061 201(;-12018 g 10100 {00
CH L anent 1 AS tormat 75-16-08949 _ 7 61 ‘16 -0 rDD ,
BLIC T o .
Oyt Chass { tidv. 1 lphumh 25308 25308
III’?\ ' 9276554 65 069287322
Hi N :(qunn.ni} 7
.-\ddmmml Accounting EIN 58. 50_,1157 ALC. 75090421 [EIN: 520973750
Classefication Intormatun IAA HIGFED16809440-0001 Line of Accounting:
{Optivnal) AN 921HQ46 - 5122 000.00 - 1100ATBREE-2016-1117900000- EXHROD4310- 25750
Reauesting Aveney T undn:w B \[m ation Date 1\&1.1!1&\“!1" Agency Funding Canceliinion Dale
07/20/17 07/20/2022°
;\1&1—[_}!)-‘:"1'\’\’ MAM-DD-YYYY

Adverse Effects Due lo Therapeutic Drugs
Project Number & Title

Deseripting of Products andior Services, including the Bona Fide Need Tor this ()nJm {Sate of attach a description ol
products services, ncludimg the bona fide oeed for this Order.)

The Dausion of Heattheare Quality Promonion has a hona fxde need for the sarvices of an ORISE feliow o develop haswe mfechon contral
assessment tools for use by healtheare faclties vvimernational. resource limiled sellings

Enhereby carhly that [a) this semerement reprocents 3 bona fde noed of tha sl yeat w yoars fur which 1he appropnalon was madse and conplios

with the Anti-deficency Act and (b)) funds are comnutted fon the base pened ar irst inceement ol performance of s acquistion

\‘nuh '\num.iu imlu-.m . id‘-\l[!i.‘]l!im \\ stenn (N \1& 81 ’\'umhu [();u;un.m

lil'tiliwiln\\ n ufl{mnhu:a.thlo l e ( [ 1S $HI Blmktltm i ol Assisted \cqumlmn I Ane ( ot
Coitof Measwee | T T Contmaar o | < s200000 o
S oy taienee | e “'\CRTS&J Tee |y 4000000 -
% 0.00 ol | 122,000.00
o e e e | OBl Gt
.‘ '\A crhcad Fees & Clunres s \Li\‘sm'c. lot | %
Foled £ e Amount !Shin_‘;-.ml 73 000 o ) ) Pine et

et Total Coa | § 122, 000.00

Assisbed -\u]lil\l!]ml Servieme Lees D aplonitsem

Vvance ©ime Samoa oY $82.000 00 for adverse drug event-related case
' A S e e g repOrhing and quality assurance
et ] e Amount Dire $ 0.00 340.000 00 for adminmistrative cosis of programing

support. delivering data. improving qualily assurance
Fape of Serviee Requirements

Sosvrable Seivieg [.,_.J o aevetable Servpe R ot Apphicable

it A ettt o e 5 R oy i e 4. e e e e o

FMS g:sz' 7600B DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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iAA COrder

[AA Number 16FED1608440 0001 . e Servicing Agency’s Agreement
GT&CH Order#  Amendment/Mod ¥ Tracking Number (Optional) _

29. Advance Information (Comnplete Block 29 il the Advance Payment for Products/Services was checked “Yes” on the GT&C)
Total Advance Amount for the Order$ e | All Order Line advance amounts (Binck 28) must sum 1o this total.]

Revenue Recognition Methodology (according 1o SFFAS 75 (Jdentifv the Revenue Recognilion Methodelogy that will be used 1o

account for the Requesting Agency's expense and the Servicing Agency’s revenue)

] Straight-line - Provide amount o be accrued § _and Number ol Months

] Accrual Per Work Completed  1dentify the accounting posting period:
L1 Manthly per work completed & invoiced
L Other - Explain other regutar period (bimonthiy, quarterly. ele.} for postine accruals and how the acerual
amounis wiil be communicated if other than billed.] 7 ]

30. Total Net Order Amount: $ 122,000.00
[Al Order Line Net Amounts Due for reimbursable agreemenis and Net Total Costs for Assisted Acquisition Agreements (Block 28)
must sum to this tolal ]

31. Attachments (Stale or list attachments. )

Key project and/or acquisition milestones (Optional excepl for Assisted Acquisition Agreements)

See Attached Statement of Work (SOW)

[ Other Atzachments {Opticnal)

BILLING & PAYMENT INFORMATION

32. Payment Method {Check One) {Intra-governmental Payment and Collection (IPAC) is the Preferred Mecthod. |
HOPAL is used, the pavinent inethod st spree with the IPAC Trading Parmer Agreement (TP A

[ Requesting Agency Initiated IPAC Servicing Agency Initiated PAC
L Credit card (Jother - Explain ather payment method and reasoning,
33. Billing Frequency {(Check One)

{50 bmvoiee must be submitied hy the Servicing Agency nud aceepted by the Regeesting Apeney BEFORE Tunds are
petmauraed (Lo, vig [PAC transaction)]

L] Monthly ] Quanerly Other Bifling Frequency {include cxplanalinn)g_p_?_'l reciept of PA?

34, Payment Terms (Check One)
; ( As the services are completed or upon receipt of IPAC

1y duys Other Payment Terms (include explanation):

FMS [°7 76008 DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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IAA Number 16FED1608440

IAA Order

- 0001 - . ,
Order#  Amendment/Mod # .

Servicing Agency’s Agreement
Tracking Number (Optional)

35. Funding Clauses/Instructions (Optionai) (State and/or list funding clauses/instructions.)
TAS: 75160949 ; FY:16; Doc. Ref: 214; Doc No: 16FED1609440-0001 CAN: 921HQ46 ;
75-09-0421; OBL Class: 25308; POP: 07/15/2016 - 07/14/2017; BAC: 5614-A1-11-01. 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.

Amount: $122.000.00 ALC:

36. Delivery/Shipping Information for Products (Optional)

Agency Name

Point of Contact (POC) Name & Title

POC Email Address

Delivery Address /Room Number

POC Telephone Number

Special Shipping Information

APPROVALS AND CONTACT INFORMATION

37. PROGRAM OFFICIALS

The Program Officials, as identificd by the Requesting Agency and Servicing Agency. must ensure that the scope of work is
propetly defimed and can be fulfilled for this Order. The Program Official may or may not be the Contracti
each agency’s IAA business process.

ng Officer depending on

Requesting Agency

Servicing Agency

Name

Kimberiey A. Dobson

Eddie Ahmad

| Titie

| Principal Management Official

| CPSC Contracting Officer

Telephone Number

(404) 639-4048

(301) 504-7884

Fax Number

(404) 639-2647

(978) 244-8640

Email Address

ihj@@cdcféov

aahmad@cpsc. gov /

SHGNATURE

£ 3 f'rr‘
Iy o A
T e ,J;fa-‘ o ‘;f’ B

4 e
G 4 .y‘f—"{‘
H rd
e v
#

s [

Date Signed

a— f’{{}{/

Ee

e

38. FUNDING OFFICIALS - The Funds Approving OF

ficials, as identified by the Requesting Agency and Servicing Agency, certify
that the funds are accurarely 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 Official signs to start the work, and to bill, collect,
and properly account for funds from the Requesting Agency, in accordance with the agreement.,

L Requesting Agency

Servicing Agency

Name

L

Beth Bell, MD MPH

. James Baker

Title

\Pirector, NCEZID

T

Budget Officer

Telephone Number

(404) 639-3667

(301) 504-7575

Fax Number

(404) 693-3936

Email Address

bbe}i@cd‘;}c.gmp'»__r i

jbaker@cpsc.gov

Form
FMS Al 7600B

¥ T e e T
SIGNATURE SN v ——Fn James RS
o e | ~
Date Signed : N {l;;p} 1 v ,Iz,'ll [t

DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE
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P

IAA Number 1§FE_D17§0_9_44U_ _

GT&C %

IAA Order

-o00% -
Order ¥  Amendment:Mod #

LV oY

Servicing Agency’s Agreement
Tracking Number (Optional) o

CONTACT INFORMATION

FINANCE OFFICE Points of Contact (I'OCs)
The finance office points of contact must ensure that the payment (Requesting
advance/accounting information are accurate and timely far this Qrder.

Agency), billing (Servicing Agency), and

39, Requesting Ageney (Payment Ofﬁr.:c) Servicing Agency (Billing Office)
Name Barry Taylor Debbig___Young
 Title CDC, Financial Management Ofiice-Travel

Agency Payment Officer

Office Address

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

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

Telephone Number

{(404) 718-8074

(405) 954-7467

Fax Number

Email Address

btayior@cdc.gov

9-AMC~AMZ-CPSC-Accounts-Payable@faa. gov

Signature & Date (Optional)

40. ADDITIONAL Points of Contacts
This may include CONTRACTING Office Points ol Contact {POCs).

(POCs) (as determined by each Agency)

Requesting Agency

Servicing Agency

Name

Nancy Gallagher

Tom Schroeder

Title

Principal Management Official DHQP

Statistician, Director

Office Address

1600 Clifion Road NE
Allanta, GA 30333

4330 East West Highway, Roorn 502C
Bethesda, MD 20814-4408

Telephone Number

{404) 639-4875

(301) 504-7431

Fax Number

(404) 639-4045

(301) 504-0038

Email Address

NGallagher@edemioy /Y

tschroeder@cpsc.gov

Signature & Date (Optional)..

RN N

Digitally signed by TSchroeder

7 - { -DN-e=CRSCou=HQ au=CER, |
Name / / 9eneva r‘\JathanE r:fS I b C h roedET en=TSchroeder )
N A ~—Dater 201567681 230:00-0400L |
Title /Y| Senior Budget Analyst, OFR

Office Address

1600 Clifton Road NE
Allarta, GA 30333

Telephone Number

(404) 639-3418

Fax Number

(404) 639-4023

LEmail Address

gnathani@cdc.gov |

Signature & Date (Optional)

s /2]l

Name

“Charles Denard

Tilje

Public Health Analyst, DHQP

Office Address

1600 Clifton Rd NE
Allanta, GA 30333

Telephone Number

{404) 718-4555 e

Fax Number

/

Email Address

e S
xya9@ede.qov# "

Signature & Date (Opticnal) 4 //f )
o g L /"r T
4 L 7 -
£ &z e
FMS Fo™ 76008 7L

04112

DEPARTMENT QF THE TREASURY
FINANCIAL MANAGEMENT SERVIGE
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Statement of Work

Funding for Interagency Agreement 16 FED1609440-0001
Title: All Adverse Effects Due to Therapeutic Drugs
Period of Performance: July 21,2016 to July 20, 2017

L. 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 FY 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. Scone 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



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. Deliver to hospital coders instructional materials for identifying and coding all adverse drug
event-related injuries and illnesses (including those from self-harm, assault, abuse, and
undetermined intent as well as therapeutic use) as provided by CDC and approved by CPSC,
including printed instructions, background materials, posters, etc.

2. From time to time (e.g., during visits by CPSC staff to hospitals), provide to current hospital
coders within the CDC hospital sub-sample informal training and review on identifying all
adverse drug event-related injury and illness cases and recording adverse drug event-related
information.

3. Atthe time of hiring, provide training to new hospital coders within the CDC hospital sub-
sample on identifying all adverse drug event-related injury and illness cases and recording
adverse drug event-related information.

4. 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.

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

6. CPSC will collect additional quality assurance data on CDC adverse drug event-related case
variables for up to 8 hospitals selected by mutual agreement of CPSC and CDC,

7. CPSC will routinely provide these data to CDC monthly in a file format (e.g., SAS) and on
electronic media that are mutually agreeable. For special studies or to meet other unusual
data needs, including collection of self-harm, assault, abuse, and undetermined intent cases,
CPSC will provide CDC the data electronically at more frequent intervals up to weekly.

7. Finalized data will be provided to CDC yearly, and CPSC will provide a statistical weighting
factor for each case based on the CDC sub-sample and statistical support, as necessary, to
enable the calculation of national estimates and error terms associated with the estimates.

8. Quarterly, CPSC will provide CDC with a list of changes, if any, in hospitals participating in
the CDC sub-sample (including hospital number, name, address, and CPSC regional
coordinator), dates of participation/case submissions if not the full quarter, hospital strata,
and the number of standard NEISS and adverse drug event-related cases entered during the
quarter. CPSC will maintain an up-to-date CDC sample design document detailing sample
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design changes, monthly hospital participation, and assigned statistical weights and annually
provide a revised copy to CDC.,

9. CPSC will notify CDC in advance of major changes to the sample design, variables
collected, variable coding schemes, and other factors that materially influence the collection
or analysis of the NEISS data.

10. CPSC will modify the CDC special study data collection tool and variables to streamline data
collection and allow collection of self-harm, assault, abuse, and undetermined intent cases.

B. CDC will be responsible for analysis of any of the data resulting from this agreement. CPSC will
provide consultation on matters concerning the data collection, quality control, sample design,
injury/illness estimates, sampling errors and questionnaire design.

D. CDC will be responsible for public release of NEISS data that are identified as adverse drug
event-related cases including printed and/or electronic dissemination of data. Public release of
data shall exclude hospital and case identifiers, and other NEISS date variables that identify an
individual calendar day, and consumer product or manufacturer identifiers as described in
Section XVI. Information Safeguards.

Period of Performance

This agreement is approved from the date of signature for both agencies through July 20, 2017.
Period of Performance July 21, 2016 to July 20, 2017

This agreement is severable

Estimated Costs
Estimated costs are $122,000. This cost estimate is broken down into the following sub-categories:

$62,000 for adverse drug event-related case reporting and quality assurance.

$5,000 for coder completion of electronic training module.

$15,000 for quality assurance site visits.

$40,000 for administrative costs of programming support, delivering data, improving quality
assurance, and evaluation activities.

TOTAL: $122,000

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).
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VIIL

VIIL

IX.

Conditions of Payment (including under a Continuing Resolution)
Under terms of this agreement, CDC will affect the transfer of $215,000 to CPSC in Fiscal Year 2016
immediately upon receipt of this signed Interagency Agreement and billing statements.

Accounting and Billing Information
Funds for this project for FY2016 in the amount not to exceed $215,000.00 will be transferred to CPSC
via [PAC using the following account data;

From CAN To
Agency CDC CPSC
Appropriation 75160949 921HQ46 0100A16RSE-2016-11179006000-
EXHR004310-252E0
EIN 586051157 US Treasury Code: 6160100
ALC 75090421 61-00-0001
DUNS# 927645465 069287522
TIN 520978750
CAN 921HQ46
5-6PPOALG
Object Class 25308 252E0
Amount $122,000.00 $122,000.00

When billing CDC through the IPAC system, CPSC will reference agreement number CDC
16FED1609440-0001.

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:
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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.



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

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

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

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

XIII. Budget Contacts
CDC: Geneva Nathani
Budget Analyst
1600 Clifton Rd, NE, MS-A-07
Atlanta, GA 30333
(404) 639-3418
gnathani(@cde.gov

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

XIV. 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.

XV. 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.



XVL

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
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
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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
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
Consumer Product Safety Commission: (16FED1609440-0001)

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 freated in
emergency agreement. [n summary, this activity supports CDC’s goals of integrating and
enhances existing surveillance systems to detect, monitor, report, and evaluate public health
threats and to prevent adverse events in patients. The amount is $122,000.00.

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:

a. 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.

c. ThelAA 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
1A A request, or an individual acting with the authority of the IAA signer, ora
higher authority. The Contracting Officer must also sign the D&F in
concurrence.
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