QUALITY ASSURANCE SURVEILLANCE PLAN (QASP)

RESEARCH, TECHNICAL, AND SCIENTIFIC ADMINISTRATIVE SUPPORT SERVICES
FOR THE MILITARY OPERATIONAL MEDICINE RESEARCH PROGRAM (MOMRP)
RFQ W81XWH-11-R-0006

Contract Number: To Be Determined
Contractor’ s name: To Be Determined

1. PURPOSE:

This Quality Assurance Surveillance Plan (QASP) provides a systematic
for the stated contract. This QASP explains the following:
e  What will be monitored.
e How monitoring will take place.
e Who will conduct the monitoring.
e How monitoring efforts and results will be docu

od to evaluate performance

This QASP does not detail how the contractor accom|
the premise that the contractor is responsible for managem i eet the terms

of the contract. It isthe Government’s responsibility to be obj fair, and consistent in evaluating
performance. In addition, the QA SP shouldgecognize that unfor d uncontrollable situations may
occur.

This QASP isa“living document” and the Goveth it on aregular basis.
However, the Government shall coordinate chang pdates shall ensure that the

CP represents the way in which the contractor will ensure its quality and
timeliness of s 5S, as defined in the PWS, the QASP represents the way in which MOMRP
will evaluate thei€ontractor’ s performance. The contractor’s QCP and the QA SP should be
complementary programs that ensure successful contract performance.

c. REVISIONSTO THE QASP:

The QASPisatool for use in Government administration of the Performance Work
Statement (PWS) and remains subject to revision at any time by the Government throughout the
contract performance period. Revisions to this surveillance plan are the responsibility of the
Contracting Officer’s Representative (COR). Changes to the QASP shall be made bilaterally and
the Government must provide the contractor an opportunity to revise its Quality Control Plan
accordingly.



The contractor will assume responsibility for all tasks and deliverablesin the PWS under
thisaward. All operational procedures and quality control measures will be tested and
implemented. As the performance period progresses, the levels of surveillance may be altered for
service areasin cases where performance is either consistently excellent or consistently
unsatisfactory. If observationsreveal consistently good performance, then the amount of
surveillance may be reduced. If observations reveal consistent deficiencies, increased surveillance
may be implemented.

2. GOVERNMENT ROLESAND RESPONSIBILITIES:
The following personnel shall oversee and coordinate surveillance activities.

a. Contracting Officer (KO) - The KO shall ensure performance of
effective contracting, ensure compliance with the contract term
of the United States in the contractual relationship. The KO
receivesimpartial, fair, and equitable treatment under this
responsible for the final determination of the adequacy of t

shall safeguard the interests
assure that the contractor

Assigned KO: Jennifer Jackson
Organization or Agency: US Army Medical Res
Telephone: Phone: (301) 619-2054; Fax: (3@
Email: Jennifer.Jacksonl@us.army.mil

be located at Fort Detrick,
a (MOMRP) office. The COR

b. Contracting Officer’s Representa
Building #721, Military Operational
will be responsible for technical admiRi ;
Government surveillance of the contracter’ sy ance. The COR shall keep a quality

ive (COR) — The CO
icine Research Prog

Jer: To Be Determined
XXX-XXXX Or Mobile: (XXX) XXX-XXXX
Email: XXXX.XXXX@XXXXXX.Com

c. The contractor isresponsible for delivering products or services in accordance with the Contract.
The contractor is responsible for implementing a Quality Control Plan (QCP), whichisincluded as
part of itstechnical proposal. The QCP describes the contractor’s methods for ensuring al products
and services provided under this Contract meet established deliverables and performance standards.
The contractor isresponsible for producing, maintaining, and providing for audit, quality control
records and reports and all records associated with the investigation. The contractor shall appoint a
single off-site quality control point-of-contact to act asa central recipient of communication from the
Government. Any additional reports required by the Government on the total contract-level will be
on an ‘ad-hoc’ basis.


mailto:Jennifer.Jackson1@us.army.mil

4. CONTRACT QUALITY REQUIREMENTS:

Contract quality requirements are the technical requirements in the contract relating to the quality of the
product or service and those contract clauses prescribing inspection, and other quality controls incumbent
on the contractor, to assure that the product or service conforms to the contractual requirements.
Government contract quality assurance shall be performed at such times and places as may be necessary to
determine that the supplies or services conform to the contract requirements. Failure to meet or exceed the
contract quality requirementsis defined as a“ nonconformance” on the part of the contractor. The
contractor shall be held responsible for any identified nonconformance, and MOMRP may require the work
to be re-performed.

The Government’s contract quality assurance is defined as follows:

a. “Acceptance” means the act of an authorized representative of
Government, for itself or as agent of another, assumes ownership of exi

Government by which the
identified supplies tendered or

¢. “Minor nonconformance” means a nonconform
usability of the supplies or services for their intended purpose, departure from established standards

d. “Major nonconformance” means a N cal, that islikely to result in
failure of the supplies or services, or to materially sabili supplies or services for their
intended purpose.

e. “Critical noncg 1 islikely to result in hazardous or
unsafe conditions for i i epending upon the supplies or services; or is likely

of unperformed or nonconformance is essential for tracking

he' period of performance. The COR will document deficient
¥the inspection methods and results. The COR will develop
conformance with the Contract

g material or services are discovered after acceptance, the defect appears
to be the fault ontractor, any warranty has expired, and there are no other contractual
remedies, the contracting officer:

(i) Shall notify the contractor in writing of the nonconforming material or
service;

(ii) Shall request that the contractor repair or replace the material, or perform
the service, at no cost to the Government; and

(iii) May accept consideration if offered. For guidance on solicitation of a
refund, see Subpart 242.71. In accordance with FAR 52.246-4: Inspection of Services-Fixed-
Price, the Government may require the contractor to re-perform any services that do not conform
to contract requirements. If the defects cannot be corrected by re-performance, the KO may either
require the contractor to take the necessary action to ensure that future performance conformsto
the requirements, or the KO may reduce the Contract price to reflect the reduced value of the



services performed. At an extreme decision point, penalties may include a decision not to exercise
contract options. The KO will determine the penalty for nonconformance based upon his or her
judgment and the severity of the nonconformance.

5. METHODSOF QUALITY ASSURANCE SURVEILLANCE:

Various methods exist to monitor performance. The COR shall use the surveillance methods listed below
in the administration of this QASP.

Regardless of the surveillance method, the COR shall always contact the contractor's Program Manager or
off-site representative when a defect is identified and inform the manager of the specifics of the problem.
The COR shall be responsible for monitoring the contractor’ s performance in ing the contract’s quality
requirements.

e DIRECT OBSERVATION: (Can be performed periodi ugh 100% surveillance.)
management information reports. Best used for ' may need to be
supplemented by periodic inspections.)

e PERIODIC INSPECTION: Usesacompr
Inspections may be scheduled as requir

0 Analysisof contractor's progress rep
o Performance reporting.

Surveillance results may be used asthe basi nt deductions) against the
contractor. In such cases, the Inspection of [ es the basis for the KOs
actions.

6. FREQUENCY OF MEASUREMENT:

ified in the A ance Standards Summary Matrix, and shall analyze
pegotiated ent is appropriate for the work being performed.




Task

Standard

AQL

Surveillance M ethod

Provide
Technical
Support

Research Processis implemented with
high quality, within budget and
meeting mission timelines

Services will be provided to the level of
quality necessary to effectively
implement the research mission, meeting
mission timelines, and within the agreed
budget.

COR reviews research
outputs for compliance
with mission and
regulations. Services
summarized in monthly
invoices and reviewed by
COR and Customer
Feedback

Support
Services

Provide support servicesin support of
the design, implementation, analysis,
and reporting of research protocols,
conferences, workshops and reviews.

All support services will comply with the
MOM RP standing operating pro
regulatory requirements, and r
standards in support the medi
program. No variation i
Costs will be withi

COR reviews research
outputs for compliance
with mission and
regulations. Services
summarized in monthly
invoices and reviewed by
COR and Customer
Feedback

Arrange and
Fund Travel
for Contract
Personnel

The Contractor shall arrange for travel
of support personnel at the request of
the COR when it is necessary to
support basic & clinical research
programs. Travel isto include within
and outside the continental United
States. The Contractor must provide
for al necessary travel documents,
immunizations, and safety plans that
may be required for some destinations.
Contractor must provide an invoice for
all travel expenses, and if requested
copies of receipts.

COR review of invoices

for travel costs to ensure

amounts are within
udget.

Provide
training to
Contract

Personnel

certifications necessa
i ices throug

4

accredited programs will achieve
tification. Training must be
coordinated in advance with the COR
and then approved by the COR prior to
the Contractor incurring the cost.
Training costs must be within the budget.
Professional employees must maintain
valid licenses and certifications.

Review of training
records by COR or
designee. Review of
licenses and professional
certifications by COR or
designee.

Provide
Management
Services

MOMRP's sta
procedures or
standards.

RMC Command

All data management practices will
comply with all regulatory and electronic
data submission requirements in support
of MOMRP' s submissions. No variation

is acceptable. Costswill be within

budget.

Internal and externa
review of al research
program processes and
Regulatory personndl.
COR will review invoices
to ensure that costs do not
exceed budget.




