Linited States Government
Interagency Agreement (IAA) - Agreement Between Federal Agencies
General Terms and Conditions (GT&C) Section
TAA Nomber 14FED1408970 - 0006 - O

GT&C Order # Amendment/Mod &

DEPARTMENT AND/OR AGENCY

1. Requesting Agency of Products/Services Servicing Agency Providing Products/Services
Name Centers for Disease Control and Prevention Consumer Product Safety Commission
Addr 1800 Clifton Road NE, Mailstop A-24 4330 East West Highway, Room 502D
“*  |Atianta, GA 30333 Bethesda, MD 20814-4408

2. Servicing Agency Agreement Tracking Number (Optional) CPSC-IAG-01-1163 Mod #63

3. Assisted Acquisition Agreement Yesb/d  Nol_l

4. GT&C Action (Check action being taken)
L1 New -

4! Amendment — Complete only the GT&C blocks being changed and explain the changes being made.

Changing from single order to multiple order.

L Cancellation ~ Provide a brief explanation for the JAA cancellation and complete the effective End Date,

5. Agreement Period  Star Date  04-30-2015 End Date 09-30-2018

of LAA or effective cancellation date
MM-DD-YYYY MM-DD-YYYY

6. Recurring Agreement {Check Ome) A Recurring Agreement will continue, unless a notice to discontinue is received.
Yes ] If Yes, isthis an: Annual Renewal [}

Other Renewal [} State the other renewal period:

No [J
1. Agreement Type (Check One) DSithe Order TAA mrwultiple Order TAA
8. Are Advanee Payments Allowed for this [AA (Check Oney  [Jves BN

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

Note: Specific advance amounts will be captured on each related Order.
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United States Government
Interagency Agreement (IAA) ~ Agreement Between Federal Agencies
General Terms and Conditions (GT&C) Section

[AA Number T4FED1408370 -goop . 01
GT&C # Order # Amendment/Mod #

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

Provide a general explanation of the Overhead Fees & Charges
Direct Cost $525,000.00 $225 for adverse drug event-related case reporting and quality assurance
$35,000 for administrative costs of programming suppor, delivering data,
Overhead Fees & Charges $175,000.00 fmproving quality assurance, and evaluation activities
Total Estimated Amount $700,000.00

10. STATUTORY AUTHORITY .
a. Requesting Agency's Authority (Check One)

Franchise Revolving Working Economy Act Other
Fund Fund Capital Fund (31 US.C. I535/FAR 17.5) Authority
[ [ ] 4| 0

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

b. Servicing Agency’s Authority (Check One)

Franchise Revolving Working Economy Act Other
Fund Fund Capital Fund (31 U.S.C. I535/FAR 17.5)  Authority
3 3 ] b3 a

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

I'T. Requesting Agency’s Scope (State and/or list attachments that support Requesting Agency’s Scope.}

See Attachment

12. Roles & Responsibilities for the Reguesting Agency and Servicing Agency (State and/or list attachments for the roles and
responsibilities for the Requesting Agency and the Servicing Agency.)

See Attachment

Fo
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United States Government
Interagency Agreement (IAA) ~ Agreement Between Federal Agencies
General Terms and Conditions (GT&C) Section

[AA Number_ 14FED1408870 000 01

GT&C # Order # Amendment/Mod #

13. Restrictions (Optional) (State and/or attach unique requirements and/or mission specific restrictions specific to this 1AA),

14, Assisted Acquisition Small Business Credit Clayse (The Servicing Agency will allocate the socio-economic credit to the
Requesting Agency for any contract actions it has executed on behaif of the Requesting Agency.)

IS. Disputes: Disputes related to this [AA shall be resolved in accordance with instructions provided in the Treasury Financial
Manual (TFM) Volume 1, Part 2, Chapter 4700, Appendix 10; Intragovernmental Business Rules.

17. Assisted Acquisition Agreements — Requesting Agency’s Organizations Authorized To Request Acquisition Assistance for
this LAA. (State or attach a list of Requesting Agency’s organizations authorized 1o request acquisition assistance for this 1AA )

DHQP, NCEZID, cDC

i8_. Assisted Acquisition Agreements — Servicing Agency's Organizations authorized to Provide Acquisition Assistance for
this IAA. (State or attach a [ist of Servicing Agency’s organizations authorized to provide acquisition for this TIAAL)

CPSC, Bethesda, MD

Form
FMS 57" 7600A DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVIGE
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United States Government )
Interagency Agreement (IAA) - Agreement Between Federal Agencies
General Terms and Conditions (GT&C) Section
IAA Number 14FED1408970 -0000 - 01 i

GT&C # Order # Amendment/Mod

¢ =l Senvicing Amenesy Clagse(s) (Optonalt (Stare wnl oraitach any additional Ser wing Azency clauses | !

[}

]

i

i

*’ |
¢ j
B 1"
E 21, Adiditinnal Requesting \zeney and/or Nervieing Agency Attachmenis 10ptonah {Siate anyd or anach Ay additional i
i RL'quz;-.tmg Agenes and or Nervicing Agency alachments, ) {
: !

!

} i

1L AnnualReview of 1as

By spning this agreement, the parties agree (o annually review the [AA if the agreemient period sxeeeds on
“hnees sall be made by amendment ia the GT&C and or mexlification 1o any affected Order(s),

AGENCY OFFICIAL

The \peney (Wficial is the highest level accepting authority or oflicial ag designaled by the Requesting Agency and Servicing Apenay
0 sign this apreement. Each Agency Official mus ensure 1hay the general ferms and conditions are properly defined. including the
stated statwron autharities, and, that the scope of work. can be fullilied per the agreement

esear. Appropriste

The \greement Period Stan Date (Bloek 31 must be the same as o laier than the signalure dates,

Avtual wark for this |
for Blochs 17 gng 3R

AA may NOT bhegin uniil an Ordvr ias been signed by the appropriate individua ls, as siated in the Instrucions

ECRpE Requesting Ageney e | Nervicing Agency . —
I N Beth P Bell, MD. MPH Y

i Eddie Ahmad i
i

% Tk  Ditector. NCEZID Contracling Officer. CPSC }
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United States Government
Interagency Agreement {IAA) - Agreement Between Federal Agencies
Order Requirements and Funding Information {Order) Section

IAA Number 14FED1408970 - 0002 . .- Servicing Agency's Agreement
GT&C # Order#  Amendment/Mod # Tracking Number (Optional) CPSC-1-01-1163; MOD 6:

P T e e e e o R,

PRIMARY Q¢ ANIZATIONQFFICE INFORMAHION

24 f Requesting Ageney | Serviving Ageacy
, ) ; Mol . ; . -
Bramany Oroanicion Oflice 1 Centers for Discasge Contrgl andg Consumer Produg Saloty Comnussion
N [Prevention (CDC) !
i - .
Responsible Oream sation Offiee 116800 Clifton Road, MS A.24 14330 East West Highway. Room 5620
e {Allanta, GA 30323 | Bethesda. MD 20814-4408

T ik e e P g e s

ORBERREGUIREMENTS IN FORMATION

25 Order Action 1Chedh Oy
[a New

3 Modification ¢ odt g aftected Uirder blochs beme changed and explyns the of
Spetlarmuanee penod mod, sale new performance period tor this Order in Biock 27

Summary by Line Gock 200 11 the mod volves adding, deleting

tanges bemny nude, o | sattaple for
Fill aatl the Funding Modifieation
o changing Fuading for an Order Ling,

C]( ancellation  Proside 2 et sxplanation (o Order canceflation and (i mthe p

erfornuinge Perod |nd Date tor the
Hecine vancellitoen daw

s T
26, Fuadiog Modificatjun f 3 (Ej;;]': ‘;'1;}’”
Summary by |ipe T 1 ine Ve - % vy e Total
: : otattach fmindine
g ’ detarlsy
H i H . e e
Ohswenal £ang whndy i & > > é 5 g{”}q R
Camufatn e bundiag ¢ hanpes ! _ . :
Prom Proos Mads frddinon ¢ PO f‘s kS 5 AN 15060
sudacinon ) :
Poamdine Clange b e Alod P 5 S D SQ.00
FOTAL Motified Obligation SO $0.00 .00 50.00 .00
Potol Schvance Aot ¢ s 5 s % <000
E-\c! Maodiftod Amonnt Do S000 +0.00 .00 SO00 S0.00
i, _ . . o e . - - e e - o ..’ i '- . PR .. RS - '.,,_ s "._ .
;f 27 Pertornmmee Byrpad SEsd D6-22.2015 bad 1, O6-21.20158
; Foa o Do, Penad sied e MNE DI Y Y Y MDY Y Y Y
[3 the et st cond dates than ttlos £l

P pethinane s perusd
: !
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IAA Number T4FED1408

lAA Order

970 - 0002 .

Servicing Agency's Agreement
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1 R -
1AA Order
IAA Number T4FED1408970  _ 0002 . Servicing Agency’s Agreement
GT&C # Order# Amendmen/Mod #  Tracking Number (Optional) CPSC-I-
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IAA Order

IAA Number 14FED1408970 - 0002 . Servicing Agency’s Agreement
GT&C # Order#  Amendment/Mod #  Tracking Number {Ontional) CPSC-I-

29. Advance Information (Compiete Block 29 if the Advance Payment for Products/Services was checked “Yes™ on the GT&C.)

Total Advance Amount for the Order 3 [Adl Order Line advance amounts {Block 28) must sum to this wlal.)

Revenue Recognition Methodology (according to SFFAS 7} (identify the Revenue Recognition Methodology that will be used to
account for the Requesting Agency’s expense and the Servicing Agency’s revenue)

] Straighl-line — Provide amount to be accrued b and Number of Months

] Accrual Per Work Completed — ldentify the accounting posting period:
] Monthly per work completed & invoiced

Other — Explain other regular period (bimonthly, quarterly,_elc.) for posting accruals and how the accrual

amounts will be communicaled if ather than billed.

30. Total Net Order Amount: $ 260,000.00
[All Order Lire Net Amounts Due for reimbursable agreements and Net Total Cosis for Assisted Acquisition Agreements {Block 28)
musi sum 1o this total. ]

3. Attachments (State or list attachments.)

1 Key project and/or acquisition milestones (Optional except for Assisted Acquisition Agreements)
See attached SOW

[ Other Attachments (Optional)

BILLING & PAYMENT INFORMATION

32. Payment Method (Check One) [Intra-governmental Payment and Collection (IPAC) is the Preferred Method.
ITIPAC is used, the payment method must agree with the JPAC Trading Partner Agrecment (TPA).

7 Requesting Agency Iniliated IPAC Servicing Agency Initiated IPAC
[ Credit Card Cother - Explain other payment method and reasoning

33. Billing Frequency (Check One)

[An Invoice must be submitted by the Servicing Agency and accepted by the Requesting Agency BEFORE Funds are
reimbursed (i.e., via IPAC transaction}]

J Maonthly 3 Quarterly Other Billing Frequency (include explanation) Upon receipt of IPAC

34, Payment Terms {Check One) .
As the services are completed or upon receipt of IPAC
L] 7 days Other Payment Terms (include explanation); :

FMS i:’,’fz’ 76008 DEPARTMENT OF THE TREASURY
FINANCIAL MANAGEMENT SERVICE




IAA Order

IAA Number 14FED1408570 - 0002 Servicing Agency's Agreement
GT&C #

Order#  Amendment/Mod # Tracking Number (Optional) CPSC-I-

35. Funding Clauses/Instructiong (Optional) (State and/or list funding clauses/instructions,)

CDC FUNDING INFORMATION IS ATTACHED.

36. Delivery/Shipping Information for Products (Optional)
Agency Name

Poinl of Contact (POC) Name & Tiile

POC Email Address L
Delivery Address /Room Number
POC Telephone Number
Special Shipping Information
APPROVALS AND CONTACT INFORMATION
37. PROGRAM OFFICIALS B

The Program Officials, as identified by the Requestin
properly defined and can be fulfilled for this Order.
each agency’s IAA business process.

g Agency and Servicing Agency,

must ensure that the scdpe of work is
The Program Official may or may

1ot be the Contracting Officer depending on

Requesting Agency Servicing Agency

Name ] Kimberley A. Dobson Eddie Ahmad
Title Principal Management Official W
Telephone Number (404) 63940438 (3015047885 . ———————
Fax Number WW
Email Address Wﬁ__—mm
SIGNATURE
Date Signed [y 0 o

—

‘ _f‘ﬁ'{ame

that the funds are accy rately cite

Agency Funding Official signs to obligate funds. The Servicing Ag
and properly account for funds from the Requesting Agency,

ing Agency and Servicing Agency, certify
Order. The Requesting

ency Funding Official signs to start the work, and to bill, collect,

in accordance with the 3greement.

Requesting Agency
Beth Bell, MD MPH

, Servicing Agency

James Baker
@]e Director, NCEZID Budget Officer
Telephone Number (404) 839-3667 ‘ (301) 504-7575
Fax Number (404) 693-3936
Email Address jbaker@cpsc. gov '
SIGNATURE ) :
= B = : -
Date Signed s 7/7 /.Zﬂ/‘)
¥ 7
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IAA Number 14FED1408970

1AA Order

- 0002

GT&C #

Order#  Amendment/Mod &

Servicing Agency’s Agreement
Tracking Number (Optional) CPSC-i-

CONTACT INFORMATION

FINANCE OFFICE Points o

The finance office points of contact must ensure that
advance/accounting information are accurate and tim

f Contact (POCs)

the payment (Requesting Agency
ely for this Qrder.

). billing (Servicing Agency), and

39, Requesting Agency (Payment Office) Servicing Agency (Billing Office)
Name Barl’y Taylof Debbie Young

Title CDC, Financial Management Ofiice-Travel Agency Payment Officer

Office Address

1600 Clifton Road, NE MS C-12
Atlania, 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

btaylor@cdc.gov C-AMZ

-CPSC-Accounts Payable@faa. gov

Signature & Daie {Optional)

40. ADDITIONAL Poinis of Conta
This may include CONTRACTING

ets (POCs) (as determined by each Agency)
Office Points of Contact (POCs).

Requesting Agency

Servicing Agency
Name Nancy Gallagher Tom Schroeder
Title Principal Management Official Statistician, Director
Office Address

1600 Clifton Road NE, MS A-24
Atlanta, GA 30333

4330 East West Highway, Room 502D
Bethesda, MD 20814-4408

Telephone Number

(404) 639-4875

(301) 504-7431

Fax Number

{404) 639-4045

(301) 504-0038

Email Address

fa
!

NGaqughg‘i@@p.g‘:}cﬁr {schroeder@cpsc.gov
Signature & Date (Optional) NV /}(& THOMAS R
Name Geneva Nathani SCHROEDER  fotmmeermsmim
Title Senior Budget Analyst )
Office Address 1600 Clifton Road NE, MS A-24
Atlanta, GA 30333
Telephone Number (404) 639-3418
Fax Number (404) 639-4023
Email Address gqathani@cglﬁgov £
Signature & Date {Optional) A D // <
Name 7 KM_D,an‘Budnitz o
Title Director, Medication Safely Program
Office Address

1600 Clifton Rd NE, MS A-24
Atlanta, GA 30333

Telephone Numsher

(404) 639-4086

Fax Number

{404) 6394045

Email Address

dhudnitzi®ede.qov

Signature & Date (Optional)

Form
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35. FUNDING CLAUSES/INSTRUCTIONS {OPTIONAL) {STATE AND/OR LIST EUNDING CLAUSES/INSTRUCTIONS).
TC FY DOC.NO CAN TAS 0.C BACS AMOUNT

050 15  14FED1408970-0002 93977XG 75150943 25308 5614-RF-11-01 $138,000.00
050 15 14FED1408970-0002 921HQ46 75150949 25308 5614-A1-11-01 $122,000.00
ALC: 75090421 PERIOD OF PERFORMANCE: 06/22/2015-06/21/2016

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.




Funding for Interagency Agreement 14FED1408970-0002
Title: All Adverse Effects Due to Therapeutic Drugs
Period of Performance: June 29, 2015 to June 28, 2016

I. Purpose

This agreement is to provide funding for the collection of adverse drug event-related injury and illness data in
Fiscal Year 2015. Under this agreement between the Centers for Disease Control and Prevention (CDC) and the
U.S. Consumer Product Safety Commission (CPSC), CDC will contribute (o the cost of the National Electronic
Injury Surveillance System (NEISS) and CPSC will to maintain or enhance the current scope of NEISS 1o

1L Backeround

CPSC contracts with hospital emergency rooms to collect injtiry/illness 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 collectjon 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 mjured/ill
parties and/or witnesses at the sites where the injuries/ilinesses occurred. One, two, or all three of these levels
are used by CPSC as primary data collection tools.

IIL Scope of Work




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
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

and ilinesses to victims of all ages who are treated in the CDC hospital sub-sample (nominal] y 63
hospitals) of the entire NEISS hospilal emergency department sample (nominaily 100 hospitals)
from October 1, 2014 through September 30, 2015.

Under the terms of this agreement CPSC shali:

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

From time 1o 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. At the time of hiring, provide training to new hospital coders within the CDC hospital sub-
sample on identifying all adverse drug event-related injury and iliness 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 dny g 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 1o
the standard NEISS variables,

6. CPSC will collect additional quality assurance data on CDC adverse drug event-related case

N8

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 weekl y.

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

2
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quarter. CPSC will maintain an up-to-date CDC sample design document detailing sample
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 streamiine data
collection and allow collection of self-harm, assault, abuse, and undetermined intent cases.

B. CDC will be responsible for anal ysis 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 identificd as adverse drug
cvent-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 jdentifiers as described in
Section XVI. Information Safeguards.

Period of Performance

This agreement is approved from the date of signature for both agencies through June 21, 2016
Period of Performance June 29 2015, June 28, 2016
This agreement is severable

Estimated Costs
Estimated costs are $260,000. This cost estimale is broken down into the following sub-categories:

$90,000 for adverse drug event-related case reporting and quality assurance

$75,000 for new coder training materials, updating data collection module, and modified
programming support

$30,000 for training session for coders

$15,000 for additional case reporting and quality assurance beginning July 1, 2015

$15,000 for quality assurance site visits

$35,000 for administrative costs of programming support, delivering data, improving quality
assurance, and evaluation activities

TOTAL:  $260,000

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

3
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IX.

Conditions of Payment (including under a Continuing Resolution)
Under terms of this agreement, CDC will affect the transfer of $260,000 to CPSC in Fiscal Year 2015
immediately upon receipt of this signed Interagency Agreement and billing statements,

Accounting and Billing Information

Funds for this project for FY2015 in the amount not to exceed $260,000.00 will be transferred to CPSC
via IPAC using the following account data:

From CAN To
Agency ChC CPSC
Appropriation 75150949 921HQ46 0100A15RSE-201511 17900000-
75150943 939X X7 EXHRO04310-252E0
EIN 586051157 US Treas Code: 6150100
ALC 75090421 61-00-0001
DUNS# 927645465 069287522
TIN 520078750
CAN 921HQ46, 93977ZXG
5-6PPOALG
Object Class 25308 252E0
Amount $260,000.00 $260,000.00

When billing CDC through the IPAC system, CPSC will reference agreement purnber CDC
14FED1408970-02; CPSC-IAG-01-1163 Mod #63.

to the address below:

CDC, FMO

Attn: IPAC Desk

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

Equipment

H 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



XI.

XIL

XHI.

X1V,

XV.

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 Trave]
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.

Program Contacts

CDC: Daniel Budnitz
DHQP/NCDPCID/CCID/CDC
1600 Clifton Rd, NE, MS-A-24
Atlanta, GA 30333
(404) 639-4096

DBudnitz@cdc.gov

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

Budget Contacts
CDC; Geneva Nathanj

Budget Analyst

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

(404) 639-3418
gnathani@cdc. ooy

CPSC: James Baker
Budget Officer
4330 East West Highway
Betherda, 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 writlen notice by either party.

Authority

Lh
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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 be considered the originating agency for all adverse drug event-related injury and illness

es, including basic NEISS case dafa and any supplemental data collected. CDC shall serve as the
CDC center responsible for employing adequate and effective security controls to protect (he
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 originatin g agency shall establish agreements with recipient agencies that consider and
apply all appropriate management, operational, and technical securi ty controls including physical
Security needs, such as whether personal information is so sensitive that it should be kept in an appraoved

including encryption for data in fransit 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 ilinesses. 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

agencies 1o apply all 4ppropriate management, operational, and technicai securily 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

CDC, as the originating agency, shall be notified i 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. ‘



Approved and Accepted for Consumer Product Safety Commission:

Signature; £ Date: 7/2///;

Name; Eddie Ahmad
Title: Contracting Officer
Address: Division of Procuremen Services

U.S. Consumer Product Safety Commission
4330 East West Highway, Room 523

Bethesda, Maryland 20814
Phone: T 301-504-7884

Approved and Accepted for CDC:;

Frederick  mriiecinal
Signature: _Pegtorius -5 mrmimmo Date: _07/22/2015
Name: for Beih Bell, MD, MPH
Title: Director, NCEZID
Address: 1600 Clifion Road, NE, MS-C-12
Atlania, Georgia 30333
Phone: 404-639-3967




Determination and Findings (D&F)
Regarding Interagency Agreement Request
Between the Centers for Discase Control and Prevention
Nationa! Center for Emerging Zoonotic and Infections Disease
Division of Healthcare Quality Promotion
And
Consumer Product Safety Commission: (I4FED14(}8970-0002)

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) wili provide timely ADE data from the Nationa! 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
CMErgency agreement. In 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,

2. This D&F is based on the provisions of the Economy Act, 3] US.C. 1535,
The total vaiue of Order 0002 is $260,000.00.

3. Itis 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 econom ically by contracting
directly with a private source.

3. 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. The Contracting Officer 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

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 isan existing mechanism that has been successfully managed by the CDC
for many years.

7. Signature: The D&F must be signed either by the officjal who signs the
[AA request, or an individual acting with the authority of the |AA signer, or a
higher authority. The Contracting Officer must also sign the D&F in
concurrence.



1AA #14FED1408970-0002 for $260,000.

Signatures:
i 0@9@@&1& pae:_b[I0][5™

Nanc;’VG‘alpa'gﬁer i o@ P
Principal Management Officia)

Division of Healthcare Quality Promotion

National Center for Emerging and Zoonotic Infectious Diseases

Centers-for Disease Control and Prevention
. i L
{@/[7CZ¢/< Duate: é/// C? ///f

Beth P. Bell, MD, MPH

Director

National Center for Emerging and Zoonotic Infections Diseases
Centers for Disease Control and Prevention

o~
QW\G‘.H da Hﬂ"ﬁ\’w}« Date: _ §/23/2015
Amanda Haynes -

Contracting Officer
Procurements and Grants Office
Centers for Disease Control and Prevention
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