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FOREWARD

The 59th Medical Wing Chief Scientist provides the strategic vision, diregtiersight, project management support

and technical resources to advance medical modernization efforts with a unique focus on research activities. The
research portfolio is requirementdriven to address unique military scientific needs in trauma critiae, clinical and
rehabilitative medicine, diagnostics, therapeutics and medical modeling and simulation training. The goal is to advanc
DoD Joint capabilities and improve military health and readiness from the battlefield to the npdaketinterfaang

with partners in the Services, academia, private sector, and other government agencies by transitioning scientific
findings to the operational environment and patient bedside, to best practice.

This guide is a quick reference to the numerous specihPzincipal Investigators involved in military medical research
in and around the San Antonio, Texas, ar@dditional information regarding the 59th Medical Wing, our office and
research portfolio ist: http://www.59mdw.af.mil/Home.aspxhttp://mwww.59mdw.af.mil/Units/ChiefScientisST.aspx
and https://kx.afms.mil/kj/kx8/59MDWScienceAndTechnology/Pages/home.aspx

Debra M.NiemeyerPhD, DAE
Chief Scientis§9th MedicalWing


http://www.59mdw.af.mil/Home.aspx
http://www.59mdw.af.mil/Units/ChiefScientist-ST.aspx
https://kx.afms.mil/kj/kx8/59MDWScienceAndTechnology/Pages/home.aspx

INTRODUCTION

The purpose of thePrincipal Investigator Handbook is to aid researchers in 1) planning, proposing, preparing,
funding, executing research studies; and 2) reporting research and program initiztivescted by the 59th Medical
Wing (59 MDW) and overseen by the Office of@eef Scientist (59 MDW/ST) and the Science and Technology Office
(ST)n the San Antonio Military Health System (SAMHS)

Additionally, this handbook serves as a guide for new investigators as viellestigators that are more experienced

in their seach and submission efforts for other funding opportunities. This guide is not intended to-ibelaivedue

to the frequency of program announcements and associated process and policy changes; as such, investigators are
encouraged tacontact the approprate office for additional support. The majority of this resource is designed to give

the researcher an overview of the strategic emphasis (thrust areas, types of money, research processes, etc.) and &
more detailed explanation of areas directiffectingthem (e.g., research proposal development, protocol formats,
suspense dates, briefings, contracts, etc.). The 59 MDW/ST staff pledges to do all that it cast tovaessigators and
directorg;with the development and execution of proposals, initiative®jgcts, and programs.

PURPOSE

All clinical and translational research supported3®MDWST dirrespective of funding type and soukcis overseen by

the 59 MDWST office. Furthermore, ST supports investigators with identifying funding opportunities to best fit their
research focus and proposal. The 59 MDW Chief Scientist has the responsibility to oversee all research involving 59 M
personneljn the San Antoio Military Health System (SAMHS)other sites, as applicable.

Researcttonductedshouldaddressmilitary relevantgapsthat apply science and technology to produce solutions to
identified needs.

The mission ofthe 59 MDW/STis to conductclinical studiesand translational researcland apply knowledgegainedto
enhance performance, protetite force,and advanceapabilitiesacross theglobalhealthsystemin support of the Quadruple
Aim.

The Chief Scientist provides senior leadershipp@evelops highevel collaborations between Service, Department of Defense,
local, national and international government, academia and industry, research, development, test, evaluation and acquisitiot
organizations. The Chief Scientist oversees and nemnaglynamic portfolio to meet organizational needs, while leveraging
partnerships to develop tailored investments that advads@te of the aré solutions fordworld class precision medical care

with an emphasis on mission aligned research in En Raoarte, Crauma, Resuscitation and Stabilization; Diagnostics,
Therapeutics and 'Omics; Modeling Simulation Training; Clinical Rehabilitative Medicine; and Clinical Investigationg. The W
Chief Scientist is the Institutional Official charged with the resjiility for the protection of human research subjects
participating in researchieference 5%h Medical Wing (MDW) Human Research Protection Program.

59" MedicalWing Chief Scientist's Office, Science and Techndi@yWMDWST) provides scientifitechnical, biostatistical,
bioinformaticsresearch and regulatory compliance, and program management guidance and support folirmliegtajations,
studies and translational research conducted by investigators and their collaborators to address oieigiifcseeds of the

59th Medical Wing, Air Force, Joint community, Department of Defense and the NEtisnspecialized expertise enables
researchers to exploit new knowledge while developing, evaluating, and integrating applications of innovative
technologies to provide the very best patiea¢entered care from the point of injury in the combat theater to definitive
care with the ultimate goal of maintaining and restoring warfighter and beneficiary health, and building warrior medics
to address preserdind future mission challenge®he ST office supports clinical researchers at 70wsitddwide.

A corefunctionof 59MDW/STis tofacilitate clinical researdio satisfythe knowledgeand technologgaps.Consequently,
SThasacriticalroleinthed f A F $f@lkckbitafesearchthatisperformedwithinthe/ KA ST { OA SyTheb® (G Q& |
MDW s a major research execution platforrandthe largestclinicaland translationalresearchactivity. STreceivesand
executesresearch fundsind providesexpertassistanceo define militaryunique capability gaps, identify requirements
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based,and conductand manage research progranasd projects. STconducts researcland facilitates through the
acquisition of people and materials to ensure investigators across the 59 MDW and othewaitdg/ide can
complete their research and provide deliverables to fill capability gaps. Additionally, ST assists investigators in
obtaining funding of all clinitastudies and analyses, basto-applied research, advanced development, testing,
sustainment, and fielding a product. ST enables jestticesjnnovation,educationtraining,translationaresearch,
andmovingscientificfindingsto the operationalkenvironmentandpatientcaresetting.

IDEA
Literature Search
Items to Consider:
CRADA sk FDA Approval * Funding
MTA, DUA, NDA, NI, OBA-RAC,
MOU, CRA etc IBC Review
Human Study Animal Study
PROTOCOL
IRB 1ACUC
cm Research Training AALAS

|

Presentation to Committee

Protocol Approved

Post-Approval Documents

Progress Reports
Amendments
Adverse Event Report
Annual Report

Final Report

Research Presentations / Publications

Must have PA approval — 59 MDW Form 3039

RESEARCHLIFECYCLE (Figure 1)

Protocol Development

Investigatorsandthe researchteam arerequiredto complywith the regulatory requirements governiral humanand animal
researchasapplicableto their study. TheResearch Complian€@fficeis housedat the 59 MDW/ST CIRResearch related
templates(e.g., researclprotocols, HIPAA, InformedonsentDocument, etc. documents) required to obtain approval for
human or animal research are regularly updated and available through the Office of Research Protocol Support either
emailing your requestio usaf.jbsa.59mdw.mbx.wingcrd-protocol@mail.mi or through the AFMS Knowledg&change:
https://kx.health.mil/kj/kx8/ClinicalResearchJBSALauflRages/home.aspx

The 59 MDW Institutional Review Board (IRB) grants approval for research involving human .sbypeotsal foranimal
research studies is granted by the 59 MDW Institutional Animal Care and Use ConflAiBeiC)It shouldbe notedin
mostcasedACUCaretied to the facilityinwhichthe animal use will be conducted. Both the &&ithe IACUC are housed

at the CIRS. The Brooke Army Medical Center (BAMC) IRB is housed at the San Antonio Military Medical Center (SAM
Department ofClinical Investigations (DCI); and the IACUCs are located at the U.S. Army Institute for Surgical Reses
and the THService Research Laboratory at Fort Sam Houston. Additionally, some invegtigadoolswill goto the U.S.

Army MedicalResearctand Materiel CommandUSAMRMC) IRBr review (e.g.,protocolswith researchconductedin-
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theater);or to a second levekviewfor IACU@rotocolsandfor greaterthanminimalriskhumanstudies.

Investigators interested in developing an animal tessearch protocol should first meet with the Clinical Research Division
(CIRS) Laboratory Animal Medical Officer (LAMO) to determine whether the CIRS animal facility can support tl
appropriate animal model. If the proposed research cannot be accompletibe CIRS, it may be possible for the LAMO

to assist the researcher in locating an alternate animal use facility that can support the research.

Thetime neededfor studyapprovalbythe IRBor IACU@anvarydependingon the complexityof the studydesign, specific
organiational policies, and/or if gecondlevel review and approval is required. Asesult, the 59 MDW/ST highly
encourages investigators to initiate this process as soon as possible. The ST staff is comindheidgat every step of
the researchieviewprocessotedabove.

Literature Search

A review of literature providesassuranceo protocol or funding reviewersthat the study is new and innovative. The
literature review also provides information on simiktudies and methods to improve design of the research study. A
literature review should encompass the studies from the thyearspriorto studysubmittalandprovidefromfive to ten
relevantscholarhcitations.

1 Supportg The59 MDW MedicalLibrarycanprovidearticlesnot availableon the AFwebsite.Forassistancesend
anemailto usaf.jbsa.59ndw.mbx.wingmedicatlibrary@mail.mil

1 Arequestfor additionalguidanceon, andassistancevith, literature reviewscanbe submittedto the STOffice.

Protocol Narrative

It isimportant to first developan outline that includesan overall researclguestion/hypothesisand 23 specific aims. This
demonstratego the reviewerhow theresearcheis goingo answerthe research questionr testthe hypothesisit iscritical

for specificaims tofocusandaddresgyapsin the literature. Thebackgroundsectionshouldreflect commanding knowledge

of the topic and existing gapén the research. The general outline of the background section includes what the problem is
YR ¢gKé AdQa AYLRNIFIY(dX GKS OdNNByd 3I2fR adlyRFENR (2
propose to do and why@ better than the goldtandard. The objectives and/or hypothesis section is next, followed by the
experimental outline Ashort paragraplon themilitary relevancef the research shoultbe anticipatedand prepared as well

as a transition strategyt is goodpracticeto keepa copyof the current researchihrust areasvhendevelopinghe 150-200

word narrative on military relevance. The STOffice employsesearchscientiststhat regularlyaidsin preparingthe study
designand dataanalysis sectionsf the research protocol

Additionally, research scientistse availableto review human subjeabr animal researclprotocol before submission to the
CIRS. Please note that Food and Drug Administration (FDA) appsonaekded for all investigative new drug
(IND)/investigative @vice exemption (IDE) investigations. The ST Office has-staffDAsubject matterexpert(SME)o
assistwith research protocols that seek to investigate a new drug or device. Coordination with other sefimes may
be required (e.g., FDA controlled protocols, clinical investigations, clinical trials, etc.). The SNIEDIAassist with any
necessary coordination.

Training Required to Conduct Research

All researchinvestigators seekingp conduct research imhaing human subjectsare requiredto complete Collaborative
Institutional Training Initiative (CITI) training before submitting their reseprotocolto the 59 MDW IRB. Thistraining
canbe easilycompletedat anyworkstationwherewith ad ® Yakdount. Foradditionaldetails, pleaseeferto AppendixA.

All researchinvestigators seekingo conductlive animal researctor training are required to complete American
Associationfor Laboratory Animal Science (AALA8arningLibrary TrainingFor additional details, pleaseefer to

AppendixA.


mailto:usaf.jbsa.59-mdw.mbx.wing-medical-library@mail.mil

For FDAsponsored IN@RndIDE studies, Pls are required to complete G6tidicalPractice (GCP) training. GCP training is mandated
in the International Caference on Harmonization (ICH) documeii6 R2) Good Clinical Practice: Integrated Addendum toHEH
Wm0 DdzA Ry O Sccebsthhtittns - Rvadzsy fodl d¢/media/93884/download

Preliminary Review

Allhumanresearctprotocolsare submittedto the Officeof ResearciProtocolSupport4 to 6weeks prioito the next scheduled
monthly IRB meeting. The IRBprotocol submission deadlinesan be found on the AFMS Knowledge Exchange:
https://kx.health.mil/kj/kx8/ClinicalResearchJBSALackland/Pages/home.aspx

The investigatorcanmeetwith IRBpersonnelto addressanyquestionsor concerns beforéhe monthlyIRBmeeting.It is at
this monthly meeting wheregorotocolsarereviewed; approved, conditionally approvpdndingchanges, tabled/deferredr
disapprovedln the caseof a deferral or disapprovalwe askthat the investigatorwork with the CIFS staffto addressIRB
concernsAsalways the STstaffis availableto assistwith the revision preparation.

Allanimal researclprotocolsare submittedto the IACU®ffice 5 weeks prioito the nextscheduled monthiyACUQneeting.
Within the first 2 weeksfollowing submissiorthe investigatorcanmeet with CIRStaff for anoptional prereviewto address
any questionsor concerns beforeghe monthly IACUGneeting.It is atthe monthly IACUC meeting wherthe following

determinationsare made approval;required modificationgo secureapproval;or approvalis withheld. In the case wheran

approvalis not immediately grantedthe STstaffis availableto assistwith the revisionpreparation.

59 MDW HUMAN RESEARCH PROTECTION PROGRAM (HRPP)

The59 MDW HumanResearch ProtectioRrogram(HRPPgxists toprotect the rights and welfare of persons who voluntarily
participatein research studies conductdry 59MDWresearchersTheconductof researchis deeply connectedb the 59 MDW,
the Air Force'spremier healthcaremedicaleducationand research,and readinesswing. The59 MDW is committed to the
highest standardef researchntegrity.

While the protection of humanparticipantsis shared amonghe 59 MDWorganizationseachstaff memberhasa role and
individualresponsibilityin the 59 MDW HRPPthe responsibilityfor the HRPP residasith the 59 MDWCommanderThe59
MDW Commandeiis the Institutional Officer(IO) recognizedby the Air Force Surgeoeneral's Research Oversigtrid
Compliare Division (AFMRASGEC). Dayto-day 10 responsibilitiesfor the protection of human research subjectare
delegatedo the Authorized Institutional OfficigAlO) currentlythe 59 MDWChiefScientistand ChiefMedicalOfficer(CMO).

59 MDWiInstitutional Review Board (IRB)

Themissionof the 59 MDW InstitutionalReviewBoard(IRB)sto protectthe rightsandwelfareof humanresearch subjects
recruited to participant in horexempt human research protocols at the 59 MDW and other DoD ofDraid sites in

which the 59 MDW IRB is the IRB of Record. The 59 MDW IRB currently makes official determémstidingy whether
activities are not research involving human subjects, exempt research involving human subjects, or research involving
human subjects requiringRBapprovalprior to initiation (32CFR19andDoDI3216.02_AM0-402).

Research Teams

Each member of evemgsearch team is responsible for protecting human research subjects. Team members may rang
from the PI, associate investigators (Al), research assistants, research coordinators, and/or other research staff. Ec
member of the research team has a strictightion to:

1 Comply with all IRB decisions and organizatioaqliirements.

1 Adhere rigorously to the protocol approved.

1 Inform investigators and the IRB of events or unanticipated problems involving risks to resebjetts oothers.

1 Oversee the adagpcy of the informed consent process; and

1 Take whatever measures are necessary to protect the safety and welfare of research subjects.
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Research Subjects

Research Subjectgve certain responsibilities as well as rights when participatingésearch study:

1 Ask questions and seek clarification about the information researchers present to them so that they can make a
informed decision abouparticipation.

1 Make every reasonable effort to comply with protocetjuirements.

 Inform the investigatdlA 2 F | y& NBaSI NOKnNBfFGSR LINRoftSya 2N ySg
they are unable to meet the requirements of participation; and

| Suggest changes to the research or informed consent, where appropriate, to help improve cénfpliag@ NJ i KS &
experience.

Ombudsman

Special consideration must be given to the recruitment process for military personnel. In accordance with DoDI 3216.0
when research involves greater than minimal risk, an ombudsman must be employed when conducting group briefing
with active duty personrel to ensure they understand that participation is voluntary.

The use of an ombudsman may be recommended in other situations as well, especiallyaumg enlistedservice
members are recruited who are trained to follow ordeiService members are trad to act as a unit, So peer pressure
should also be considered and minimized if possible.

All Members of the Organization
1 To ensure an effective HRPP, all members of the community must promptly report any serious or continuin
noncompliance with applidde regulatory requirements or determinations of the IRBwdfich they become aware,
whether they themselves are involved in the research. Individuals may also notify the IRB or HPA directly of an
compliance concerns they may have.
1 In addition to the respnsibilities specifically delegated by the 10, each member of the 59 MDW community plays a role
in ensuring the ethical and responsible conduct of human subject research.
T All individuals within 59 MDW have the responsibility to:
w Promote a research culture that respects and protects resesuthects.
w Maintain awareness of the organizational policies including the definition of HuReararch.
w Consult the Exempt Determination Official when there is uncertainty about whether aritpés Human
Research.
w Not conduct Human Research or allow Human Research to be conducted without review and approval by a
IRB and
w Report allegations of undue influence regarding the oversight of the HRPP or concerns about the HRPP
the AlO, IRB\dministrator.
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Helpful IRB Processing Tips

1 Engagéehe Officeof ResearclProtocolSupportearlyinthe procesgo reviewachecklisof documents needed

for the protocol type.

1 Allowenoughtime for consistencyandcompleteness.

1 Ensureprotocol and ICDinformation matchesexactly(e.g.,risks/benefits study procedures/ methods). Document
versioncontrolisextremelyimportant.

1 Though the IRB Committee is diverse and wwdlicated both formally and informally, there is thetentialthey
are not familiar with the researchbeingreviewed. Avoidthe useof technical or fielgspecific jargon and acronyms
whenever possible. If use of jargon or acronymeeisessarglearly defineeach thefirst time used.

1 Describein detail the experimentaldesignincludingall materialsand all proceduresto be performed. Anticipated
researchrelated procedures should be clearly and sequentially described.

1 Explairhowtherisksareoutweighedbythe benefitsorthe risksarereasonablen relationto the benefits;andjustifythe
benefitsstatement.

1 Describe why you chose the sample size proposed. Sample size may be justified by the needvaréssiégsn

the sampleor to lookfor largeeffects. Apoweranalysisanbe determined aftermeetingwith the STstatistician.

1 Justifydesigrregardingvhat conclusionsvill bedrawn(e.g. feasibility,adverseeffects,etc.).

1 Describewhat measureswill be takento prevent,or to minimizethe effectsof hazards, discomfortgr
inconvenienceso participants.

1 Providethe specificegardingwho will be monitoringthe participants,datacollection, frequencyf monitoring, and
providea cleardescriptionof the safetyassurances.

1 Plsarerequiredto maintainaregulatoryfile/binder of allapproveddocumentsandcorrespondence from IRB amther
regulatory agencies.

Frequently Asked Questions for IRB/IACUC:

What to Expect at the IRB Meeting?

A principal investigatofPI) orrepresentativeis invited to the IRBmeetingto providea generaloverviewof their research
studyto the IRBcommittee and answer anyquestionsor concerns.Thisis optionalfor the PI, but highly encouragedlhe
boardthen reviewsandvotes.

What Happens if | Receive a Conditional Approval Letter?

A study is conditionally approved whepecific IRRlirected stipulations and/or changes are required the protocol.

The conditional approval letter is required for a funding award depending on the type of funding requested. The revisior
suggested in the IRB conditional approval letterstnoe completed within 30 days or the study may be administratively
withdrawn. IRBequested changes must be completed in tratlange, highlighted or colored text; and returned to the
Office of Research Protocol Support for further review by a Desigh@i&Reviewer or foeview througha fullyconvened

IRB meeting.

The Final Protocol Approval Letter

An IRB final approval letter is granted if the study is approved without changes; and-ditd&Bd stipulations and/or
changes have been made and sutted to the IRB. Greater than minimal risk studies must go to setevel review
prior to approval.

What are IRB Progress Reports?

Allresearcherarerequiredto provideAnnual/ContinuindReviewsanda FinalReportuponcompletionof the study. Thefinal
IRBapprovalletter will note the expiration dateof the study andthe date yourannual reportis due. Pleasenote failureto
completeand submit requiredreports mayresultin suspensioror termination of the study. Basean the risk level ofthe
study,it may benecessaryo providereports morefrequentlythan annually.
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What to Expect at the IACUC Meeting?

A PI orrepresentativasinvitedto the IACUGneetingto providea general overvievef their researchstudy to the IACUC and
answer anyguestions or concerns. This is optional for investigators, but highly encouraged. The board then reviews an
votes.

What Happens if | Receive a Letter Requiring Maodifications to Secure Approval?

A studyrequiring modificationso secure approvatannot poceeduntil the modificationsare made and reviewed, either by
designated reviewers or by full committee review. The modifications ftp@sbmpleted within 90 days in most cases, or
the study may be administratively withdrawn. The |IA@Bdliested changes ust be completed in trackhange,
highlighted or colored text; and returned to the IACUC Office of Research Protocol Support for further review by
Designated Reviewer or for review through a fully convened IACUC

What Are IACUC Progress Reports?

All researchersare requiredto provide Annual/ContinuingReviewsand a FinalReportupon completionof the study. The
Final IACUC Approval Letteitl note the expirationdate ofthe studyandthe annual report due dateThelACUQ@nay require
reports that aremore frequentfor certain studies (e.g., following model developmentanimals). Pleaseote failure to
completeand submit required reportsnayresultin suspensioror termination of the study.

What AreCloseout(TechnicalReports?

All researchersre requiredto providea CloseOut Reportupon completionof the study. TheCloseut Reportis due 90 days
following study closureéCloseOutReports are submitteth the study,t LSTP¥ogram Manager. Pleasete failure to complete
and submit required reports may result in missed future funding opportuni@égck with your program manager for the
appropriateCloseoutTechnical) report format.

Where do | Find Funding for my Study?

The STOffice regularly prodes fundingsourceassistance.lf you have identifieda funding sourcethe STemploys experts

who can assistin preparing budgets, identifying contratatbor vehiclesfor study staffing,and developingthe logisticsfor
procuringsupplies and/or equipmenEorstudiesthat seek extramural (e.goutsidethe 59MDW) collaborationthe STOffice

is the point of contact (POCYST has expertise in coordination of Cooperative Research and Development Agreement:
(CRADAS) and other resehragreements, and interfaces with the Office of Research and Technology Applications (ORTA

The Final IACURrotocol Approval Letter

Afinal approvaletter is grantedif the studywas approvedwithout changesor all IACU@lirected modifications havbeen

made andsubmittedto the IACUC. Certain protocols mi submittedto AFMRASGEC for review and approval prior to
implementation (DoDI 3216.01). Protocols are approved for three (3) years contingent upon annual review, after whic
time, they must le revised ande- submitted.

Principal Investigators and Research Staff Responsibilities
The primary responsibility of Pls and research staff is to safeguard the rights and welfare of research subjects, ensur

4dzo 2S0GAaQ NRXRIKGaA | ebiRertheFdak anIquiiemdns of lsidiBryaScRIE ye€earch. Any questions
related to this responsibility or the policies and procedures for protection of human subjects, should be directed to the
Clinical Research Administrator or the 59 MDW IRB Chairobtain additional information regarding the HRPP,

investigators and research staff can vibitps://kx.health.mil/kj/kx8/ClinicalResearchJBSALackland/Pages/home.aspx.

Financial Conflict of Interest (FCOI)

Allresearchergo includeresearchistaffémustdisclose conflictof intereston the protocoltemplate. Theconflicted researcher
must submita Financial Confliaf InterestDisclosurd-ormto the COIManagerviaencryptedemail.

Researchermust alscsubmitthe samedisclosure formupon anychangego their financialcircumstanceshat may createa
researchrelated conflict. Theresearchewill sendthis formby encryptedemail to usaf.jbsa.59mdw.mbx.chiefscientist
hrpp@mail.mifor review and routingo the SESf necessaryAll researchersiith asignificant conflicof interestwill require
a COManagementPlan fa approwal by the 59 MDW IRB and AlO. H&MDW IRB will not approve a protocol untCal
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Management Plan is approved by both the IRB and AlO.

Quality Assurance/Quality Improvement

Qualityassurance anduality improvement (QA/QBre the responsibilityof the Research Compliané€gffice. The Research
Compliance Officer monitors research involving the use of human subjects apfrptiee IRB. Activitiesmayinclude
directauditsof studyrecordsat the studysite,contactwith the researctsponsor and/or monitoring organizations, contact
with other IRBs, interviews with research staff and research participants, and/or review of records withRBthe

INSTITUTIONAANIMALCARE AND USE COMMITTEE (IACUC)
Researclinvolvinganimalshasextensiverequirementsthat mustbe met underthe requirementsof the 59 MDW IACUC.

This guidecovers the care andse oflaboratory animal$n DoDprograms Allinvestigatorsarerequiredto keepprotocol
binderscurrentwith correspondencérom the Office of Research Protocol Support, Curricula Vitaes (CVs), AALAS training
andcertifications,anddata collection sheets.

Clinical Investigations and Research Support (CIRSALITASSURANCE/QUALITY IMPROVEMENT

Quality assurance and quality improvement (QA/QI) is the responsibility of the Research Compliance Office. The Resec
Compliance Office ensures quality assurance and quality improvement (QA/QI). They condwagtpvogal monitoring
research involving # use ofanimals, whichmayincludedirect audits of study records at the study site; contact with the

PI; veterinary and/or IACUC observation of animal procedures; interviews with research staff; and/or review of record
within the IACUC Office of Resdaferotocol Support.

Funding
ResearcHundingcanbe obtainedusingmanydifferent mechanismsMost often fundingis receivedby the 59 MDW via

FundingAuthorization Document (FAD§or funds to be sent to ST the 59 MDW must be designated as ars#t&T Office
coordinates with the 59 MDVResourceManagementOffice (RMOJo ensurethe FADis assignedo the appropriate
project.

Once established funding is categorized into Element of Expense Identification Codes (EEIC). Examples of research pr
categoriesare travel, supplies, equipment, contracting, and pharmacy. The ST Office will assist the PI in tracking budg
execution ad providing financial reports to the applicable funding agency. A breakout of funding types received is listec
below.
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Research, Development, Test, and Evaluation (RDT&E)

Research, Development, Test, and Evaluation (RDT&E) requirements funding is designed for more advanced or comj
research projects requiring mulfiear funding and is provided by DH¥ARDT&E funding proposal should include contract
labor, temporary dutyfTDY) expenses, supplies, and equipment. Depending on the speg#itzation RDT& funding

is available for multyear use.

Attaining greater knowledge and understanding of

Sl SREIE [Resrlch fundamental principlesf scienceand medicine.

Applied Biomedic: Refinementof conceptsand ideasinto potential solutions
6.2 Research Technology with aview towardevaluatingechnicalfeasibility.
: Developmenbf candidatesolutionsand componentsof early
Medical Technology . .
6.3 prototype systemsor testandevaluationjncludingsupportof
Development o .
earlystageclinical trials.
Clinical trialsfor FDA licensed products and acceler:
transition of FDAregulated and nosregulated products ani
Advanced Componen . L . .
6.4 medical practicguidelinedo operational users through clinic
Development . s .
and field validatiorstudies.
. Development of demonstration of medical commaodities p
Medical Systems o ! N . o
6.5 to initial ful- rate production and fielding, including init
Development . . L
operational testand evaluatiorand clinicatrials.
6.6 Management Support Infrastructure and civilian salary support.
Medical o Preplanned product improvement of fielded medical prodt
6.7 edica ystems and evaluationof the effectivenessof fielded products
Sustainment Activities

therapiestreatments,or medicalguidelines.

Operation and Maintenance (O&M)

hLISNIFGAZ2Y FYyR alAydSylryOS ohgato FLILINRBLNARIFGAZ2YA |+ NB dz
RDT&E. O&M appropriations are available for obligation for one fiscal year. These proposals are announ&riDarthe
4THQuarter and havdTHQuarter deadlines. These clinical studies promote GHSE/GME involvement and focus on clinici
studies.

Theabovedescriptions require interpretatiowhen applyingthem to DHPfunding.Forexample, undeDHPguidelines it is
permissibleto use O&Mfundingfor clinicalstudiesof short duration (1 year). O&M funds can also be used for an early
operational assessment to determine the maturity of a technology. O&M funding can also be used for feasibility studie
to determine if thereare technologies hat can be used to address certain problems. O&M fum@susedfor the CIP
Intramural Callfor Proposalsand to award funds for proposalssubmittedto the Broad AgencyAnnouncement(BAA).
Research and Development (R&D) fuadstypicallyused formulti-year programslevelopingnovel capabilitiesor research

that will addto the current bodyof knowledge.

Procurement

Procurement also referredto asd h (i K SIRJIO dzNB Y Sppropridtiangare usedto finance investment itemsnd to
coverall costsnecessaryo delivera usefulproductintendedfor operationaluseor inventory. ltems classifiegisinvestments
and financedwith Procurement appropriations includdiose whose system unit cost exceeds $250Kis ltnusualfor
research projects to acquire materials for a project ushege types of fundg-undingor large equipment required for a
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research studysusually written as part of the budget in the initfainding proposal.

59 MDW Resource Management Office (RMO)

59th MDW Resource Management Offil@MO)canreceiveR&D,0&M andProcuremenfunds. Ifmodernization initiatives

or projects are awarded, RMO will determine the type of funds appropriate for the initiative or project. The RMO office
has Resource Advisorpegifically trained with experience in handling these different types of funds. It is important to
work with the RMO to clarify verbiage for execution of these funds. RMO will work with the ST Office to move funds t
another organizatiorif the initiativeor project has a requirement at another facility.

RMOisalsoableto receivefundsprovidedasgiftsandfundsusefor travelin accordancevith MDWI 51601, individuals
conducting research must disclose gifts, including travel, having an aggragetetvalueof $200r more persourceper
occasionprovidedthat the aggregatenarketvalueof individualgiftsreceivedrom anyone personwill not exceeds50 in
a calendaryear.Thisexceptiondoes notapplyto giftsof cashor investmentinterests(e.g.,StocksBonds Certificatesof
Deposit).

FUNDING OPPORTUNITIES
Fundingawards are categorized as intramural or extramural.

Intramural Awards

Intramural awards derived from announcements for research funding have specific requiremenemniidheicements
are available throughouhe year. More information onthe latestresearchfundingopportunitiescanbe found by
contacting the ST Office and fattp://www.grants.gov, http://grants.nih.goy; http://www.arl.army.mil; beta.SAM.gov
and http://cdmrp.army.mil

CIRS (CIP) Baseline GME/GHSE Intranfunatling
ProgranB (O&M)¢ Oneyearmoneyto supportresident/fellowresearch.Canbeusedto purchase suppliegnd insome
caseequipment. Cannotbeusedto purchasenanpoweror travel.

Note: Types ofntramural Award
1 ProgranB (O&M)¢ Awardhaslessthan 1-yearexecutionandwith averageabout$200K.

Defense Medical Research and Developm&mbgram (DMRDP)

As directed by the Office of the Assistant Secretary of Defense for Health AFABDHA)], the Defense Health Agency,
Research, Developmeratnd Acquisition (DHA RDA) Directorate manages and executes the Defense Health Program (DF
Research, Development, Test, and Evaluation (RDT&E) appropriation.STAety Medical Research amkvelopment
CommandUSAMRC) Congressionally Directed MediRalsearch Programs (CDMRP) provides Defense Medical Researcr
and Development Program (DMRDP) execution management support for the six DHP comhrpsagiam areas listed
below. Each of thes major research program arease strategically guided by a camittee, called a Joint Program
Committee, or JPC, which consists of DoD andPoD medical and military technical experts. These experts work through
coordinated efforts to translate guidance into research and development needs. They also have keyilbdigsnfor
making funding recommendations and providing program management support. Within the USAMRMC, operatione
support for the JPCs is provided by multiple execution agents, including the CDMRP, individual laboratories, and advan
developers. CDRP provides program and award management support primarily for basic through translational researct
(Program Elements 6.1 through 6a)dworks closely with the JPCs to transition products to advanced developrient.
additionaldetails,visit https://cdmrp.army.mil/dmrdp/default

JPCZ, MedicalSimulationandinformation Sciences Research Program
JPCZ Military InfectiousDisease Research Program

JPCH Military OperationaMedicineResearch Program

JPC@& CombatCasualtyCareResearch Program

= =4 -8 -9
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1 JPC¥ Radiation Health Effects Research Program
1 JPCEg Clinicak RehabilitativeMiedicineResearch Program

Congressionally Directed Medical Research Program (CDMRP)
The CDMRP originated 1992 via a Congressional appropriation to foster novel approaches to biomedical research in
response to the expressed needs of its stakeholdiies American public, the military, and Congress.

The CDMRP fills research gaps by funding high impact;iskgnd high gain projects that other agencies may not venture

to fund. While individual programs are unique in their focus, all of the programs managed by the CDMRP share tt
common goal of advancing paradigm shifting research, solutions that will teagres or improvements in patient care,

or breakthrough technologies and resources for clinical benefit. The CDMRP strives to transform healthcare for Servi
Members and the American public through innovative and impactful reseaFar. more informationon CDMRP and
funding opportunities visihttps://cdmrp.army.mil/default

Extramural Awards

National Institute for Health (NIH) Multinstitutional Announcement(s)
1 This typeof studymayincludeDoDfacility ascollaboratorsonly, not primary submitters.

U.S.Army MedicalResearctand DevelopmentCommand'{USAMRDC)BroadAgencyAnnouncemeni{BAA)
1 The WBAMRDC BAA iscontinuouslyopen. The purposeof the announcements to enrich both military and civilian
medical practice and knowledge.The BAA considers solicitationfrom national, international, foprofit, non-profit,
public, and private organizations.

711th Human Performance Wing Broad Agency Announcermnigan)
1 The Air Force Research Laboratory, 711th Human Performance Wing (711 HPW) BAA is open for limited time.

Tri-Service Nursing Research Program (TSNRP)
1 Thisaward supportsrigorousscientificresearchstudiesand evidencebasedpracticeprojectsin the field of military
nursing. listhe only program that focuses exclusively on research in this field.
1 TSNRP offers awards for nurses at all stages of their cateenst applicants may be: Active duty, Reserve or retired;
military nurses from the bited States Army, Navy or Air Force;National Guard Nurse Corps Officers. For more
information visit https://www.usuhs.edu/tsnrp/mission

1 Research aardsinclude:

Graduate Researdward
Novice Investigatohward
Exploratory Researé&ward
CareeiDevelopmeniAward
Investigatorlnitiated Award

=A =4 =4 -8 —a -9

1 Theevidencebasedracticeawardsarethe:
1 GraduateEvidenceBasedPracticeAward
1 ConceptuaGuidelindDevelopmenEvidenceBasedPracticeAward
1 Implementationof InnovationEvidenceBasedPracticeAward
Other
1 Manyother currentcallsfor proposaldrom federalagenciesanbe foundat www.grants.gov.SeeAppendixB, STPolicy
letter on applyingfor grantsvia onlinegrant submissiosites.
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RESEARCH PROPOSAL

All funding applicationsequirea research proposal; in some instances, an IRB appresedrchprotocol. The award
announcement identifies specific guidelines for submission. All submissions will vary in length, format and information
needed.Follow the instructions carefulfpr a completesubmission and to ensure grantor review.

The PreProposal Submisen

The preproposal usually is a condensed version of a full proposal for the funding reviewers to select research projects th
best fit identified gaps. Documents to be included in the submission vary depending upon the announcement. A whi
paper is usally required and will condense the background, military relevance, hypothesis/research question, aims
methods, references, andeliverablesof the study. Thecost proposal needso address funding needefbr personnel,
equipment, suppliesand travel. In addition,a QUADchart is typically required A QUADchart is asingle PowerPoint slide
dividedinto 4 sections. These sectiongry, but usuallyinclude title, investigator, backgroundnilitary relevance,overall
budget, pictureanddeliverablesTheSTOfficecanprovidea QUAD chartemplate.

Selection for Full Proposal

Preproposalsaarecompetitivelyreviewedpriorto selectionto gothroughthe full proposalprocess.A full proposal should
carefully follow the guidelines identified in the program announcement. Iteatgliired may includethe following
(pleaseseethe STResearclCellfor the currenttemplate):
w Abstract
Background
Military Relevance
TechnicaProgramSummary/Methods
References
Milestones/Deliverables
Facilities/Equipment/Experience
Subcontracts
Costproposal(seebelowbudget)
Biosketchof InvestigatorandCaolnvestigator
Letter ofSupport
QUADChart

gegeeeegeeeeee

Budget Development for Research Proposal Labor

Thefirst step is todeterminethe servicecontractlabor standards A Performanceé/Nork Statement(PWSYHescribeghe type

of work required. Alsorequiredis the ContractData Requirementd.ist (CDRL), thimcludes the deliverables that will be
submitted to the funding agencye(g., final reports, interim reports, data packages, etc.) from the contractor. The ST
Budget Analyst will assist with finalizing the package and coordinating the funding with a contracting route. If the
acquisition route is using @ntracting office, the request will be advertised to the contractors for 14 days, at which time,
each contractor who wants to bid will submit a proposal. A grant or cooperative agreement requires a Statement of Wol
(SOW). The ST Office can provide anrgte.

Common Research Labor Categories

Research Nurse Coordinator Reseafgsistant
Clinical Research Scientist Epidemiologist
Statistician Veterinary/Surgical Technician Project
Manager

Suppliesand Equipment(Medical):
A list of research project supplies and equipment should be drafted by using vendor quotes. Overhead charges ntiag apply
ST Office is able to assist wiltte totalsfor each organization. Ondending haseen received, a Project Funds Management
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Record (PFMR) letter will allow access for a research member to order supplies from the established MEDLOG account thi
the Defense Medical Logistics Supply System (DMLSS). The estimated time for an ateoesiailished is-8 weeks. Once

the account is established, supplies and equipment (up to $3K) may be ordered. If an item exceeds $3K, the item wil
purchased through contracting. A Forand Sole Source Justification may be required for the procemeaction/purchase.

The ST Office will assist with the required documents.

Equipment(non-Medical):

Thereare three methodsfor ordering normedical equipment: Governmenteditcard, Form9, and contract.

Travel (TDY

ST will provide the travel cost estimate (investigator must provide the date of the conference/training, location, number
of people traveling, conference fee®yOTETravelmust be completed within the same years as the funding for O&M
funded projects. RD&E funded projects allow for project related travel to occur during the length of the profemth
fundingannouncement containspecifictravel funding requirements.If you have anyguestions,the STResearch Cetlan
provideatemplatefor travel.

Facility Fee:

Facilitiessuch aghe U.S. Armynstitute for Surgical Research (USAISRyyMedical Research Unit (NAMRU) amiversities
haveadditionaloverheador laboratoryfees thatalsomustbe figured intothe project total costsTheSTOfficecan assistvith
adding these fees intthe researchbudget.

REPORTS AND REVIEWS

Technicabndfinancialreports are requiredquarterly, annualiyand research studglosure.Forfundedprojects,the STOffice
will assistwith the quarterly report and otherrequestedreports. For DMRDP fundegbrojects,the JPQrepresentativewill
contactthe PI orexternalcollaborator directlyand the Pl is to coordinate with the assigned ST Project Manager. The DMRD
will normally send the format along with repamquirements and instructions. There is alsoamnual Research Program
Review conducted by the 59 MDW Chief Scientist to assess scientific and programmatic prégisseview will include
higher level representatiorand Major CommandMAJCOM¥Burgem representatives. These reviews provide atalé@pth
overview of the Wing anthe research portfolio tobaselineprograms and assess progress on addressilitgry relevant
capabilitygaps. Theseeviewsarecriticalin preparingreviewsto the DHAResearch and Development Directorate and the
Defense Medical Research and Development Progr@mwill coordinatethe formatand suspenseequirementswith the
Pl.Akickoff meetingwill be held with ST staff, the Pl and research team prior to prajgtiation to introducereporting
requirements. Check with Program Manager for reporting requirements and formats.

Quarterly Reports

Quarterly reports are required once a program/initiative is started. oy =l [ Ocxober |
4"\ 1'.( ‘

59 MDW/S‘_FQuarterIy Progres_SdeateR_ep(_)rts (QPUR) 7 auarer)| [Rciliaray
TheQPUR is topdatethe fundingorganizationon currentstatus e )
of cost,scheduleandperformance. \ Sl TR :

y : Quarter Quarter ;
CDMRP/JPQTechnical Reporting Requirements: . P
Themajority of JPCunded studieshave an extramural collaboratoryho is ic e e — e

extramural collaboratoor recipientisawardeda cooperative agreemerity the U.S ArmyMedical Researcind Development
Command (USAMK). Theseagreementawards havepeciaterms andconditions clauset® includethe technicaleporting
regquirements.

Intramural Quarterly Reporting Requiremernts

Quarterlyreportsare requiredto updatethe fundingagencyon status othe project, budgetandresearchpresentations and
publications.At the initial notificationof award, theorganizatiorwill provideatemplatefor the quarterlyreport. TheSTOffice

canassisthe GME oinvestigatomwith thesequarterly reports. Tofacilitate the reporting,please provideopiesof abstracts,

journal articles, bookhaptersor anypublicationgo your Project Manager (PjMjt the time of publication acceptance.
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Clinical Investigations Program (CIP) Quarterly Updates

The59 MDW ClPcollatesdataon 59 MDWmedicalresearch writings andral presentations prepared by personnaksigned

to the Wingon a quarterly basisThereport includesprogramaccomplishmentsind significantevents,significant studies,
presentations, and publications. GME/GHSE will be contacted by CIR® infafination is required for the quarterly
report. Additionally, these research writings and presentations are uploaded to Defense Technical Information Cente
(DTIC) on a regular basis. Refer to 59 MDWIGBLfor more information.

Other Reports: Annual and CloseOut/End of Project Reports Annual Protocol

Reports:

Theseare IRB andACUGequired documentsAn AnnualProtocol reporttemplate is providedby the Officeof Research
ProtocolSupportor the IACU®fficeof ResearclProtocolSupport. Thepurposeof the report is to summarize the research
completed that year as requested in each section of the template.

Protocol Final Reports
Theseare IRB andACUC required documents protocol final reportis required by the IRB andACUCThe purposeof the
reportis to summarizehe research performeaver thedurationof the studyto finalizethe closeof the study.

Project Final Reportg Technical and Programmatic

A report is required to be submitted in DTIC. The ST Office will assist investigators in the preparatiorepbthisAll
documentation on DTIC requires a Public Affairs determination for approval.

Contact the CIRS for 59 MDW Form 3039 requirements to obtain Public Affairs approval. CIRS will submit your cleared
report into DTIC. Refer to 59 MDWI-4Q8 for moreinformation.

FOOD AND DRUG ADMINISTRATION (FDA)

The FDA is responsible for protecting the public health by assuring the safety, effectiveness, quality, and security of hum
and veterinary drugs, vaccines and other biological products, as well as all medical devices. As the regulatory agency
FDA igesponsible for determining the appropriate regulatory pathway for any medical product: these pathways can
include New Drug Applications (NDAs) which includes biologics, Investigational New Drugs (INDs), Investigative De
Exemptions (IDEs) and medicalite clearances including De Novo and-Mezket Notification (510k)So,if a research
protocol includes one of these drugs or devices OR a drug or device that is already on the market is being used in a n
way in the research, an assessment of regulatequirements should be performed.

FDA Regulated Medical ProductsGzhcernto the Air Force:

1. Drugs, including prescription drugs and Gi¥m-Counter (OTC) drug2. Medical Devices, including simple items such

as tongue depressors or crutchespgaex technologies such as pacemakers or imaging technologies, dental devices anc
implants/prosthetics 3. Biologics, includes vaccines, blood and blood products, cellular/gene therapies, tissue or tissue
products and allergenigsand 4. Combination Produs, which is a product comprised of two or more regulated
components, such as a medical device and drug.

The FDA requirements for medical products research is varied based on how the medical product fits within the definitior
above, the intended/indicabns for use, and the stage of the research. All Pl's working or proposing projects should
contact the subject matter expert in the ST Research Cell for an evaluation of potential regulatory requirements. If th
research involves and outside entity whethibe a drug developer or other commercial interest, an academic partner or
another government agency: the ST office can assist in the development of a regulatory assessment AND provide guida
for what regulations are applicable and how to comply witbhde regulationdf the research does involve othpartners,
please see the section below on Research Agreements for assistance in developing these relationships according to L
and Air Force Regulations.

RESEARCGAGREEMENTS/TECHNOLOGY TRANSREAREVIEW)

The59 MDW/ST Officef Researctand Technology Applications (ORgysa keyrole inshapingthe 59a 5 2 @gproach

to technology transfeby developingand promotingthe partnerships necessafgr technology transfe{15 USC 371039
MDWfederd scientistsand theiracademic/industry partnerseeORTA athe first stopin initiating their technology transfer
efforts. Patentapplicationsand licensing,Cooperative Research and Development Agreements (CRADAS), technology
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assessments, state amalcal technology transfer programs are just some of the areas where ORTA is actively involved.

Asrepresentative®f 59MDW/ST ORTAgechnology Transfer Specialists/Consultastyeasbrokers, connectinghe people
essentialfor the effective transferof technology. While technology transfeloes have technical componentd, is also
dependenton personto-person relationshipgorged inside and outside of the laboratory (i.e., Center of Excellence,
department or clinic). Having a greater understandifigot onlythe functionof the ORT Aut alsoof technologytransfer
issuesnISYSNI £ = gAft YIT1S 2dz2NJ STFF2NIlia SyO2dzNF 3Ay 3 &2dzNJ £
effective.

Thisinformation is intended to provide internal and external audienceswith information to determine if technology
transfer is appropriate to address your research and technology objectives. The prodessebedbelow applyto
standard,unclassifiedlechnologyl ransfe(T2)agreements.Nonstandard agrements involve classified, Military Critical
Technologies, Foreign Owned Controlling Interest (FOCI), technology brokers, and Small Business Innovation.

ORTA ensures researchers make the most of collaborations witi\Ramtities. ORTA promotes T2, trensfer and/or
exchange of knowledge, capabilities, or technology with industry, state and local governments, academia and othe
federal agencies to fulfill both military needs and actual or potential public or domestic needs.

Researchers should contattte 59th MDW/ST ORTA as early as possible in the process of collaborating withA& non
entity in research that may require Cooperative Research and Development Agreements (CRADA), Material Trans
Agreements (MTA), Education Partnership Agreements (@RAher technology transfer vehicles.

To discuss technology transfer requirememisntact the59 MDW/ST ORTA, Technology Transfer (T2), emafljbsa.59
mdw.mbx59-mdw-st-technologytransferoffice @mail.mil or phone: (210) 292019, (210) 293546

TYPES OF AGREEMENTS

Cooperative Research and Development Agreement (CRADA)

A CRADA is a legal agreement between a federal agency 59 MDW and one or mfedendrparties, such as private
industry and academia, to collaborate on research and development. Whfledeeoalfunding is authorized for a CRADA,

/ w!'51 Q& FNB {(S& (SOKy2f238 GNIyaFSN YSOKI y sanrzaluer antd NI
high returns on R&D investments. RRAGA 2y f f &3 / w! 5! Qa OI yanénfedelentiiyts § G N
federal entity. The end objective of a CRADA is to advance science and technology that meets Air Force missi
requirements and has the potential for commercial applications.

Whilethe CRADA process Villelybe the T2mechanisnfor mostpurposesthere are othertechnologytransfer mechanisms
available dependingn the situation. Thesenclude:

Non-Disclosure Agreemer(NDA)
Protects proprietary information exchangéeétweenpartiesduringinitial interactions and discussions between the 59
MDWandanotherparty on specific technical areas.

Memorandum of Understanding (MO)J
Non-bindingdocument signed by parties interested in pursuing a comprehensive agreement for the transfer of tgghnolo
that defines specific technical areas of interest and the ground rules for interaction and discussion between the parties.

Patent License Agreements

A grant of permission by USAF for commercial or noncommercial use of 59 MDW developed int@ieperdy. Licensee
pays maintenance fees, and royalties on sales. U8 government has a nonexclusive, nontransferable, irrevocable,
paid-up, worldwide license to practice or have practiced\B®BW developedr joint developed inventions.

Material Transfer Agreement (MTA):
An MTA is a contract that governs the transfer of tangible research materials between two organizations, when thi
recipient intends to use it for his or her own research purposes.

Commercial Test Agreements (CTA's)
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Permits outsile users from industry, universities, and other governmental agencies to conduct research using the 5¢
a52 Qa dzyAljdzS SELISNARYSyYy(dlFf NBaSINOK SIldALYSYds FFOATADl
models, computer software, ahother items.

Education Partnership Agreement (EPA):

It is a formal agreement between a defense laboratory amdeducational institution to transfer and/or enhance
technology applications and provide technology assistancalféevelsof education pre-kindergarten and up).

Partnership Intermediay Agreement(PIA)

PlAsallow federal research agencitzs enter into an agreementwith a non- profit organizationstate orlocalgovernment
(partnership intermediary)to assist the federalagencywith its technology transfer effortsPIAs help findoutside
industry/academiaand inter-service/interagency mission enhancing partnerships, provide atcessl assist companies
technology transferhelp small businessesind work hardfor the directorateswith difficult to transfer military specific
technologies.

Conferences, Symposia, Exhibits:

Represent opportunitieso discussandtry to find solutionsto commonissues thatarisein other ORTALINE I NJ Y Qa
implementationof Technology fnsfer strategiesTheteam also participates in technical programs such as workshops,
forums, and symposia, in order to collaborate with partners outside the USAF community.

Technical Assistancnd Assessments

ORT Aspecialists/consultants prepare application assessmfmmtselected research and development projects in which
that laboratory is engaged and which in the opinion of the laboratory personnel may have potential commercial
applications.

Wt SNE 2y y SWw! aff 0Ol Eithér & WHAS®r industry/academic partnend Wechnicab | ( | 9 Ea@K | y 3
other technologytransfermechanisms available dependiog the situation.

59 MDW/STORTA cahelpyou determinewhichisright for you. Meetwith them earlyin yourresearch process.

Are Proprietary ldeas Protected?

Yes. At the conclusion of the cooperative effort, the results may often be considered proprietary. Allggeigts keep
the researchresultsconfidentialto the extent permitted by the law until they are published in scientific literature or
presented at a public forum. The private industry cooperator res@in patentandintellectual property right®r retain an
exclusive licens® apatent. Thegovernmenthas the right to use any information; however, must respghetproprietary
rights of the cooperator. Imddition, any other governmentagencymay usethe information emergingfrom a CRADA
effort, butit must also protect the cooperator's proprietary rights. The proprietary right protection gives addemutive
to the cooperatorfor transferringthe technologyor researchdevelopment through marketingnd commercialization
efforts.

Securing Intellectal Property (Why and How to File a Patent)

While conducting official duties, Air Force personnel may generate patentable ideas, processes, and inventions that mu
be secured prior to disclosure to the public. This is especially true in research, degrtppnd clinical practice. As such,

Air Force personnel are directed by AF3RB (paragraph 2.1.2.) to address this possibility befargliclydisclosing the
idea(s) or any related details, which includes publishing results of research in journals, periodicals, and abstracts f
conferences. To initiate a review of potentially patentable ideas, processes, and inventions, send an email with th
background information to the Office of Research and Technology Applications (ORTA) who will assist in the completi
and filing on the AF Form 1279 Disclosuré &ecording of Invention and the accompanying AF Form 1981 Invention
Evaluation which include$ KS Ay @Sy G 2NDa &dzLISNIBAA2N) NBO2YYSYRIFGA2Y 7
be advertised to the medical industry community for consideration of licensing. If a company licenses the patent, thi
company will develop the medical produat process and sell to industry and the military. The licensing and profit from
sales may result in royalty payments back to the inventor(s). Overall, the creation of a patent creates intrinsic value of tt
ideas, as a company is more likely to investamaloping and selling a product that other companies cannot develop or
profit from (exclusive rights), and the government benefits from industry investing funding and providing a product quickly
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and affordably with minimal government funding.

TRANSITION STRATEGIES

Transition Strategy (ies)The main element of a knowledge or technology transition agreement is the transition strategy.
¢tKS GN}XyairxidAazy aaN)riS3e ArAa SaaSydaalrtfte | akKz2NI ayd NN
development project will be applied or used. The perspective used/presented should be that the research an
development activity will beuccessfulan®l y S @Sy aidl 4S aA¥F adzO00Saa¥dzZ ¢ | a |
The transition gtategy should reference the starting and ending technology or knowledge reference levels following the
guidance in 59 MDW/ST KRL/KTA TRL/TTA 10 October 2019 policy memo (ApPpemtli transition strategy should
identify the population being supportedylthe research and development effort and the operation/function mission(s)
affected. Mostimportant is to clearly define the list of deliverables that will be generatebas a minimurmust include

a report that is shared with 1) the representative¢é)the end users/customers, 2) aaigcision make(s) for providing
support and applying the results/fielding the capabilities to include DHA and JPCs, 3) with other military researc
organizations or committeesi.¢.. Navy, Army, VA, CoTCCC, etc..), subdiito DTIC and/or other medical data
repositories, and presented as an abstract at MHSRS or other conferences, sympegiuiigy also include submission

to a peerreviewed journal.

Other deliverables may include but not limited to (if applicable):

- Report for enduser representatives to answend-dza Sgu&stdns with recommendations for decision makers,
especially for applying the information gathered/generated by the research

- A draft of a recommended treatment strategy that may be followed byattending physician to apply the
knowledge to practice, even if the proposed useffdabel(must state so)

- An outline for a followon study, a draft study plan, or a full study proposal that addresses how to mature the
state of the science of the reseadr topic from one knowledge readiness level to the next, or builds a sufficient
case to transition the knowledge to clinical practice (revision to existing or generation of a new Clinical Practic
Guideline or CPG)

- A statement of the type andumberof clinical trial(s) that may be required, and thgpesand estimate of the
number ofpatients that would be enrolleccan base the estimated types and numbers from similar clinical studies

- If a dangeof a Clinical Practice Guidelif€PG) is proposed, idefytihow the change would be submitted,
reviewed, accepted, and published (if successful); clearly identify who the decisiaker is or Wl be for the
associated CPG.

- One transition deliverable could be the initiation of an Evidence Based PracticadizB®)that will assess if the
available knowledge (KRL) is sufficient to warrant a change in practice (a modified or new CPG, or a memo frc
DHA directing the application of the new or modified practice in the DoD)

- A statement that all intellectual propty (knowledge) generated will be reviewed by the ORTA to determine if
intellectual property warrants the submission of a patent disclosure package application to legal

- A statement that the data will be provided to a company through an established cadllmresearch agreement
so that they can file a package with the FDA to seek a new/expanded label indication for an approved medic
product or file Premarket Approval (PMA) package to the FDA to obtain clearance/approval for a new medice
product (a pah forward)

- One of the results (deliverables) for early research (6.2) can be an enhagfieeld knowledge/technology
transition strategyor agreement (KTA/TTA) for signature.

Providing more details helps reduce the uncertainty and improves the trangiibtential. The key is to convey to the
reviewers that the Pl/researcher understands what it would take to apply the resulfmactice andconveys this
understandingi(e.: strategy)in the project proposal/plan.

Example of poorly written transitiostrategy

Transition Plan/Deliverable(s): The deliverables of the current proposal will be both academic and programmatic t
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improving health care in the field. The outcome of the current study will provide the foundation for initiating other studies
to move the novel therapeutic being investigated towards human use and FDA approval. The academic products will
presented at high impact, military relevant scientific meetings and submitted to peer reviewed publiciiztes.No
mention of the KnowledgReadiness Level (KRL), how it will be increased, and from what level to what level. No mentic
of the enduser(s) who would benefit from this research project, what deliverables will be, how the knowledge will be
provided (reports!) and applied (provideml decision makers), no references to clinical operations/processes/associated
CPGs, and mord-oradditionaldetails, pleaseeferto AppendixC.

RESEARCH CONFERENCES
Before you travel
1 All presentation materials (poster, briefings etc.) must be approvedin accordancewith 59 MDWI 41108
PresentationandPublicatiorof MedicalandTechnicaPapersusingthe AFForm3039. This approval process
can take up to 30 days.
1 Fundingfor conference travelseespecific conference information listed beloil funding mustbe approvedby
yourchainof command.
1 If travelis gifted (proffered) pleaserefer to 59 MDWI 51-601, Managementof Gifts and Grantsof
TangibleProperty. Thisapprovalprocessanupto 30days.
1 Provide a copy of all materials and trip reports to 59 MDW/ST.

Military Health System Research Symposium (MHSRS)

TheMilitary HealthSystem Researc®ymposium (MHSRiSYhe TriServicesymposiunwhichincorporatesATACC@AFMS,

and NavyMedicine Research Conferendénis symposiuris co-sponsoredy the DMRDRand JPC 6, Combat Casualty Care
Research Program. It is the premier DoD scientific meeting to address the unique medical needs of the warfighter and
collaborative environment for ititary medical care providers with deployment experience, DoD scientists, academia,
and the industry. Presenters and attendees discuss and present the advancements of research and healthcar
development in areas of Combat Casualty Care, Military Opewdtdedicine, Clinical and Rehabilitative Medicine, and
Military Infectious Disease Research Programs. The aim is to optimize care for members of the Uniformed Services
operational settings. The MHSRS is held annually in August, investigators recEMiadulds are required to submit an
abstract for presentation. The ST Office is available for assistance with abstract submissions. Additional MHSF
information isavailable ahttps://mhsrs.amedd.army.mil/SitePages/Home.aspx

Research Fundamentals Workshop

TheResearcirundamental¥Vorkshops abiannualsymposiumavailableto all GMEstudents.Whileresidentshavepriority

for attendance the Researclrundamental$Vorkshopsopento all healthcare professionals. This venue provides an
overview of local research activitiggesentations and postersnd offers basiand advanced sessiors protocol and
proposal preparation.

SAMHS and Universiti€Research Forum (SURF)

SURF is an annual local symposium and collaboration between University ofSBexasitonio, University of Texas
Health Science Center at San Antonio and the San Antonio Military Health System. This venue provides an overview c
both collaborative research efforts as wels institutional projects. This is an excellent forum for networking with
regional experts with a variety of clinical and rahinical backgrounds.
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Science and Technology Research Support

Orientation:
Whenaresearchprotocolisapprovedandprior to fundingbeingreleased STstaffwill conduct a meeting with ead?l.

IACUC/IRB
TheSTOfficecanassiswith protocoldevelopmentprior to submittingfor afunding opportunity. All funding requires an
approved IRB/IACEotocol.

PerformanceWork Statement(PWS):
A PWS isequiredto obtain personneffor afunded research studyan exampldPWS iswvailablein the STOffice.

Statement of Work (SOW)
Required for grant/cooperative agreemer{@ssistance to academia or industry) or a contract that the government
receives a product.

Supplies and Equipment

Complete a cost estimate including a list of supplies and equipment with vendor quotes, sources, total costs (includir
shipping andnaintenance plans if applicable when purchasing equipment). A surcharge may apply when ordering supplie
and equipment. The amount varies depending upon which organization submits the order.

Information ManagementInformation Technology IM/IT):

A costestimate including list of all required computer hardware and software with vender quotes, sources, total costs

(including shipping and license fees), and any plans (if applicable for equipment) will be submifiactfase. Reports

Technicahndfinancialreportsarerequiredquarterlyandannually. STisavailableto assist with templates andompletion

of the reports: 59 MDW/ST funded projeatsST Office submitguarterlyreportsto AFMRASGS5in coordinationwith the

Pl andequiressemiannual ancannualreportsfrom the PI.

1 DMRDRundedprojects:Plor Foundatiorsubmitsthe quarterlyreports.

1 Additional reviews and/or approvals may be required if the research involves using or developing IT systems or softwe
applications not currently approveldy Defense InformatiorBystems Agenayf DHA pleasecoordinate with your IT
Departmentand HIPA®(ffice.

BudgetManagement

Whencraftinga researchproposalfor funding,pleaseconsultwith the STstafffor all costsrelated to your projectto ensure
the mostaccurate cosestimatesfor properfunding Labor,Equipment, Supplieand Travelshouldall beincorporatedin the
research budget.

Contracting:
Investigators need contracts if labor or equipment is to be purchased. The ST staff has eipa#disgtingthe Plwith
draftingthe appropriatedocumentsandprovidingfollow upon items requested.

Letter of Support
Foradditionaldetails, pleaseeferto AppendixD.
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PROGRANMANAGEMENREVIEWPMR):

The ProgramManagementReview(PMR provides the Chief Scientist with programmatic (cost, schedule, performance)
analysis and projedcientificmerit at least once a year. The PI will work with the assigi®eMDW/STProgram Manager
through-out the durationof the research study. The PM will as#i&t Pl with documentation needed for the PMR. The PI
presents thé projectat the PMRand answers questions related to the research study. ARMR is optional for the ST
Cffice to gather correct information fathe annualreview.

Helpful Tips and Phone Numbers

59 MDW Chief Scientist /ST Main Office (210)2927 (DSN 554)
Email:usaf.jbsa.59ndw.mbx.59mdw-st@ mail.mil

Prior to protocol developmentcontact with the following individuals at the appropriate JBSA office (depending on where
your research will be conducted) is encouraged for assistance in protocol design/ methods, obtain Eotbimokview
the need for agreements (i.e., data use agreements):

59 MDW Clinical Investigations and Research Supgait0) 2922922 (59MDW/ST/SGVU)
59 MDW ClinicalnvestigationandResearclisupportiRB- (210)292-5203(59 MDW/ST/SGVU)
To obtain current potocol forms andemplates:
https://kx.health.mil/kj/kx8/ClinicalResearchJBSALackland/Pages/home.aspx

SAMMC Dept. of Clinical Investigations ¢RB10) 9162598(MCSRCL)
U.S. Army Medical Research and Material Command (USAMRM{ORRE 6197801 (MCMRRPI)

59 MDW ClinicalnvestigationandResearclBupporttACUG (210)292-7295(59 MDWST/SGVU)
To obtain current protocol forms andmplates:
https://kx.health.mil/kj/kx8/ClinicalResearchJBSALackland/Pages/home.aspx

TriService Research Laboratory (TSRL) IAQRAD)39-7301 (711HPWRHDV)
USAISR IACUE10-539-9528(MCMRSRR)

To check on Protocol Status or ask questions pertaining to your protocol
59 MDW Protocol Office (210) 2¢®12/2977, email protocol documents to
usaf.jbsa.59ndw.mbx.wingcrd-protocol@mail.mil

SAMMC Protocol Office (210) 92698, email protocol documents
usarmy.jbsa.medcoramc.mbx.bamérb@mail.milor provide viaCD.

TSRL Protocol Office: NAMRU (210)-8385, 711 HPW IACUC (23897301
USAISR/MRMC Raozol Office (210)539-4366

Research/Protocol Compliance Office POCs, depending on where your research will be conducted:

59 MDW Clinical Investigations and Research Support Quality AssyfaApQuality Improvement (Ql) PQQ210)
2925146

SAMMC QA/QPOC; (210) 9162000 or (210916-9425

USAISR/ TSRL QA/QI RQZ10)539-4366

U.S. Army Medical Research and Material Command (USAMRMC) QA/QIIPD)E19-7550 (DSK43)

59 MDW ST Technology Transfer Office (ORTA), eusaf:jbsa.59mdw.mbx.59mdw-st-technology transfer
office@mail.mil
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Helpful Web Links

Defense Health Agency and Military Health Systitips://health.mil/dha)

59 MDW Science & Technoledd=MS Knowledge Exchange Homepage (CAC)
(https://kx.health.mil/kj/kx8/59MDWScienceAndTechnology/Pages/home.aspx)

59 MDWScience & Technology59 MDW SharePoint pag€AChttps://59
MDW.samhs.health.mil/scienetechnology/SitePages/Home.aspx)

59 MDW Science & Technolepyblic webpage
(https://www.59 MDWaf.mil/Units/ChiefScientistST/)

59 MDWHRPP Operating Instructions (CAC)
(https://kx.health.mil/kj/kx8/ClinicalResearchJBSALackland/Pages/HtReaarchProtection Program
Operatinglnstructions.aspx)

59 MDW HRPRBublic webpage
(http:/lmwww. 59 MDWaf.mil/Units/ChiefScientistST/HumanResearchProtectionProgram.aspx)

59 MDW Clinical Research DivisigffMS Knowledge Exchange Homepage (CAC)
(https://kx.health.mil/kj/kx8/ClinicalResearchJBSALackland/Pages/home.aspx)

59 MDW Science and Technology Organizational Mailboxes

59 MDW Mailbox 59 MDW ST
usaf.jbsa.59mdw.mbx.59mdw-st@ mali.mil

59 MDW Mailbox Chief Scientist HRPP
usaf.jbsa.59ndw.mbx.chiefscientisthrpp@ mail.mil

59 MDW Mailbox WinglinicaResearch
usaf.jbsa.59ndw.mbx.wingclinicat research@mail.mil

59 MDW Mailbox Wing CIRS Protocol
usaf.jbsa.59ndw.mbx.wingcrd- protocol@mail.mil

59 MDW MailboxCIRPublicatons and Presentations
usaf.jbsa.59ndw.mbx.crd publicationsand-presentdions@mail.mil
59 MDW Mailbox 59 MDW ST Technology Transfer Office
usaf.jbsa.59mdw.mbx.59mdw-st-technologytransferoffice@mail.mil

Feedback Survey Links
59 MDW ST Customer Feedback Survey (2019)
https://www.surveymonkey.com/r/ZZPW7Y5

P a52 | wtt k/ hieedbaBkssireey S NGB
https://www.surveymonkey.com/r/Z3NBXLZ

59 MDW Office of Clinical Research Support
https://www.surveymonkey.com/r/K2YVFSV
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COMMONLY USED ACRONYMS

59 MDW
AALAS
AAALAC
AE
AFMS
AFMRA
Al

AlIO
BAA
BAMC
CDMRP
CITI
CIp
COol
COR
CPG
CRADA
CIRS
DCI
DHA
DHP
DMLSS
DMRDP
DSMB
DTIC
DUA
FAD
FDA
GCP
GHSE
GME
HQ
HRPP
HUD
IACUC
IM/IT
IND

10

IRB
ISR
JPC
MPPG
MTA
NAMRU
NIH
O&M
OASD/HA
ORTA

59 Medical Wing

American Association for Laboratory Animal Science
Association for Assessment of Laboratory Animal Care
Adverse Event

Air Force Medical Service

Air Force Medical Readiness Agency

Associate Investigator

Authorized Institutional Official

Broad Area Announcement

Brooke Army Medical Center

Congressional Directed Medical Research Program
Collaborative Institutional Training Initiative

Clinical Investigation Program

Conflict of Interest

Contracting Officer Representative

Clinical Practice Guide

Cooperative Research and Development Agreement
Clinical Invesgation and Research Support
Department of Clinical Research

Defense Health Agency

Defense Health Program

Defense Medical Logistics Supply System

Defense MedicdResearch and Development Program
DataSafetyMonitoringBoard

Defense Technical Information Center

Data Uségreement

Funding AuthorizatioBocument
FoodandDrugAdministration

GoodClinicaPractice
GraduateHealthScience&ducation
GraduateMedicalEducation

Headquarters

HumanResearch Protectiofsogram
HumanitarianJseDevice
InstitutionalAnimalCareandUseCommittee
Information Management / Information Technology
Investigational Newdrug

Institutional Official

Institutional ReviewBoard

U.S. Army Institute of Surgical Research

Joint Program Committee

Medical Planning and Programming Guidance
Material Transfer Agreement

Naval Medical Research Unit

National Institute of Health

Operafon and Maintenance

Office of Assistant Secretary of Defense Health Affairs
Office of Research and Technology Applications

28



PFMR
PI

PM

PMR

PWS
QA/QI
QPUR
R&D
RDT&E
RMO

SAE
SAMHS
SAMMC
SG5

BR

Sow

ST

STTR

T2

TDY
USAMMDA
USAMRDC
WHASC

Project Funds Management Records
Principal Investigator

Project Manager

Project Management Review

Performance Work Statement

Quiality Assurance/Quality Improvements
Quarterly Progress Update Report

Research and Development

Research, Development, Test and Evaluation
Resource Management Office

Serious Adverse Event

SanAntonio Military Health System

San Antonio Military Medical Center
Research and Acquisition Directorate

Small Business Innovation Research
Statement of Work

Science and Technology

Small Business Technology Transfer
Technologylransfer

Temporary Duty (i.e., Travel)

U.S. ArmMedicalMaterial Development Activity
U.S. Army Medical Research and Development Command
Wilford Hall Ambulatory Surgical Center
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DEFINITIONS

AdverseEvent: Anadverseevent(alsoreferredto asanadverseexperiencefanbeanyunfavorable and unintended sign (e.g.
an abnormal laboratory finding), symptom, or disease temporally associated with the usiud anddoes not imply any
judgment about causality. An adverse event can arise with any use of the drug (éaebffise, use in combination with
another drug) andavith anyroute of administration formulation,or dose,includinganoverdose

Assent:Agreement to participate in proposed research, given by an individual not competent ttegalfvalid informed
consent(e.g.achildor mentallylimited person).Merefailureto object maynot be construedasassent.

Assurance A formal, written statement submitted to a federal agency attesting that an institution will comply with
applicable rules governingsearch withhuman subjects.

Belmont Report TheBelmontReportconsistf three basic ethicgrinciplesas abasic jistificationfor K dzY |y ards@a®ch O (
decisionmakingandjudgments.Thethree principlesare: 1)Respecfor persons2) Beneficenceand3) Justice.

Consentinformed consents aprocessnot justa form. Informationmust bepresentedto enable persongo voluntarilydecide
whetherto participateas aresearch subject.

Conflict of Interest:Any known interest, actual or potential, financial or rAiibmancial, of a person (or of their spouse,
dependent child, family member) that could affear could reasonably appear to affect, their judgment. Conflicts of interest
often arise from financial relationships with a research sponsor or from intellectual property rights.

ExemptResearchExempt researctsresearch involvintittle, if any,associatediskto humansubjects. This category of approval
has very specific criteria and allows the researclbeé@onductedunderabbreviatedand simplifiedrules. Sixcategorief
researchactivity,asdefinedin the federal regulations for protectinresearch subjects, are inherently risk free, such as the
secondananalysiof de-identifieddata. If researcHallsinto oneof the qualifiedcategoriesit may qualify foexemption.

ExpeditedReview: AnIRBprotocolreviewconductedoythe IRBchairor anlRBmemberdirectedbythe chair without requiring
a review by the full IRB committee. The protocol must be minimal risk and meet addifi@idications.

Financial Conflict of InterestEquity holdings in commercial sponsors, consulting femslties, patent rights, honoraria,
funding incentives for patient enrollment, stock options in commercial sponsors, referral or finder's fees, nonmonet
"perks" or rewards, posstudy reward (e.g., vacation trip), etc.

International Conferenceon Harmonization: Providesa unified standardfor the EuropeanlJnion, Japan, and the United
States to facilitate the mutual acceptance of clinical data by the regulatory authanitiessejurisdictions.

ResearchProposal: Aresearchproposalis a documentthat is written by a scientistthat describesn detail a process for a
proposed scientific investigation which is meant to persuade others to approvethaidesearclproject.
Researchrotocol: Adocumenthat describeghe objective(s)designmethodologyandstatistical rational®faresearch
study.

SeriousAdverse EventAn adverseeventor suspectedadversereactionis consideredx a S N&, i th&view of either the
investigator or sponsor, it results in any of the following outcomes: death, hifeatening adverse event, inpatient
hospitalization or prolongation of existing hospitalization, a persistent or significant incapacity or substentiption
of the ability to conduct normal lifaunctions,or acongenital anomaly/birth defect.
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Collaborative Institutional Training Initiative (CITI) Training

EachPlwho submitsa humanresearchor exemptresearchprotocolto the 59 MDWIRBIs requiredto complete CITI
training in human research subject protection. Associate Investigators (Al), other investigators, research project
directors, coordinators, or assistants; and medical monitors listedhe protocol must also complete this training.

The Office of Research Protocol Support must receive documentation of PI training before IRB review of the protocol.
Documentation of training for Als, othénvestigators,andthe ResearciMonitor must be receivedbefore final
approvalof the studyis granted. This is one of several ways that the IRB ensures that investigators possess the
appropriate knowledgandskillsrequiredto conductthe researctprotocol.

The Basic CITI Course contains four graafpmodules that pertain to biomedical or social/lhumanistic/behavioral
research. To complete an initial Basic CITI Course, follow the following steps:

Goto CITwebsiteto accesshe trainingcourses.
9 / tA01 SAGKSNI awS3Aad Sydur Us&maBe and Passwordyf $oa prelravStisleradiar Sy (i S N.
aClThccountNewsusersshouldselecty | {-Willord!l | frdmeéthe Participating Institutions dreglown menu

and then complete the remainder of the registratiprocesqe.g.,entersusername password, name,e-mail
address).

1 Consider the research category (human use or exempt) and focus (biomedical or
social/humanistic/behaviorathat youplanto conductandselectthe appropriate trainingyroup:

Groupl ¢ Biomedicaresearchwith humansubjects
Group2 ¢ Exemptbiomedicalresearchwith humansubjects
Group3 ¢ Social/lhumanistic/behavioraksearchwith humansubjects

Group4 ¢ Exemptsocial/humanistic/behavioralkesearchwith humansubjects.

= =4 =4 =4 -4

Completeeachtraining module for the group that you selected.The passingscoreis 80%for each
module.Completethe post-test. Thepassingscoreis 80%.If you score<80%,0n each moduleor on
the overallscore, thefailed trainingmoduleswill resetto allowyouto retake thosemodules.
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After you completethe training, downloadthe coursetranscriptand print it for your records. The
Office of ResearchProtocol Support at the CISwill automatically receive notification that you
completed thetraining.

Thistrainingis validfor 3 yearsfrom the initial trainingdate andmustbe re-accomplishegbrior to the
3-yearexpirationdateby completinghe CITRefresheCourselfani y @ S & (GiTtrainidghpides,

they must remove from the research study until the trainingeid OO02 YLX A aKSR® LT (KS
expires, the IRB malecideto suspend the research until the Plaecomplishes the training. The IRB

YIe y2G FLLINBGS | [/ 2yiAydzAiyd wS@ASe wSLR2 NI 2NJ
current. If a equest is made to change the PI, the IRB may not approve the change, if the new Pl does
not have current ClTiaining.

The RefresherCITICourseis designedfor investigatorswho previously completedh Basic CITI Course aatke
requiredto completethe 3-yearre-certification requirement.To completea RefresherBasic CITCoursg follow
thesesteps:

Goto CITwebsiteto accesshe trainingcourses

Enter youlUsernameandPassword.

Consider the research category (humanuse or exempt) and focus (biomedical or
social/lhumanistic/behaviorathat you planto conductor are conductingandselectthe appropriatetraining
group:

Groupl ¢ Biomedical researctith human subjects

Group2 ¢ Exempt biomedical researatith human subjects

Group3 ¢ Social/lhumanistic/behavioral researghth human subjects

Group4 ¢ Exempt social/lhumanistic/behavioral reseamsith human subjects.

Completeeachtraining module for the group that you selected.The passingscoreis 80%for each module.
Completethe posttest. The passing scoie80%. Ifyouscore< 80%, on eacimoduleor onthe overallscore, the
failedtrainingmoduleswill resetto allowyouto retakethosemodules.

After you completethe training,downloadthe coursetranscriptand print it for your records.The Officeof Research

ProtocolSupportat the CIRSvill automaticallyreceivenotification that you completedthe training.

Each PI, Al, othenvestigator, research coordinatar assistantand Research Monitomust maintain currenbhuman
researchd dzo 2Bo@dtién®training; therefordf theseA y R A QtiaiRingliapsaspe IRB wilkemove themfrom the
study protocol. ThéRB will noepprovea continuingreviewreport, amendmento the protocol,or requestto changePI
if thet Lt@i&ingis not current.

Contactthe 59 CIRS Officef Research Protocol Suppdudr CITItraining questionsat: usaf.jpbsa.59
mdw.mbx.wingcrd-protocol@mail.mil

AALAS TRAININGSTRUCTIONS FOR PRINCIPAL AND ASSOCIATE INVESTIGATORS

TO RECEIVEREDIFORAALAS TRAININGOMPLETE EACH COURSE LESSON ANIN AT RAINING
MODULE

Go to AALAS Learning Library Webgitis://www.aalaslearninglibrary.org/

1.
2.

3.

ClickEnrollnow!
UnderTYPEDOFENROLLMENT I 6 X yoaenmiliig yourselbr a3 N2 d@lidgkMyself (I am purchasingan
individual accountor usingan Access Cod join agroup.) ClickCONTINUE

Under INDIVIDUAENROLLMENIMYPHab, & 5 you havean Accesd 2 R LlckYes, have an Access CodeClick

CONTINUE
UnderGROURCCESSODEab,d 9 YyibB Attes€odewhichwill associateour enrollmentwith
yourA y & (i A énteiR317159dDW59CRD ClickCONTINUE

t LQa

I YSy
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10.

11.

UnderUSERNAMENDPASSWORBD, completeall requestednformation.ClickCONTINUE

Under CONTACINFORMATIOMb, completeall itemsas applicable requireditems are identified with asterisk.
ClickSuBMIT

UnderWELCOMaDb, click CONTINUH hisshouldbringyouto the homepagevhereyouwill useyour username
andpasswordo login. TherX

Fromthe menuon the right side,clickon AnimalCareand UseCourses[Hereyouwill selectthe initial coursego
take prioraspart of the protocolsubmission process. Initimhiningremains currenfor threeyears.]

Initial course #1: clickAALAS Courseslick+Anesthesia, Analgesiand SurgeryclickPainManagementn
LaboratoryAnimalsandcompleteeachcourse lessoandthe courseexam.

Initial course#2: from the menuon the left side,clickon Animal Careand UseCoursesclick+AALASCoursesclick
+LATQCourses2007 LATGTrainingManual, clickLATG 060ccupationaHealthand Safety(2007)complete each
courselesson andhe courseexam.

Initial course#3from the menuon the left side,clickon AnimalCareand UseCoursesclick
+AALAE oursesclicktALATCourses2009ALATTraining Manualclick on thecourse requiredor the speciesised
per the protocoland completeeachcourselesson andhe courseexam.

After the three-year initial training period, the following refresher courses are required:
Refreshecourse#l:click+tAALAE oursesclick+USMandatesand GuidelinesclickPublicHealth Service Policy on
HumaneCareand Use of Laboratory Animals and complete each course lesson and the examse
Refreshecourset2:from the menuonthe left side,clickon Animal Careand UseCoursesclick

+AALAS Coursgslick+Bioethics click Ethical DecisieMaking in AnimaResearch and complete each course
lesson and the course exam.

Contact59 CIRSOffice of ResearchProtocol Supportat (210)292-6095/2977for AALAS trainingjuestions.
Pleaseprovidethe Officeof ResearclhiProtocolSupportwith acopy of your AALA8ainingtranscript.
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DEPARTMENT OF THE AIR FORCE
59TH MEDICAL WING (AETC)
JOINT BASE SAN ANTONIO - LACKLAND TEXAS

ST Policy Letter:  OCT 10 2019'
Supersedes: Ltr, dated 21 Sept 2018

MEMORANDUM FOR ALL ST STAFF

FROM: 59 MDW/ST
1632 Nellis St, Bldg. 5406, Rm. B154
JBSA-Lackland TX, 78236

SUBJECT: Policy on Applying for Grants via Online Grant Submission Sites

1. This policy memorandum outlines the submission process for scientific grant applications by
intramural Principle Investigators (PIs) seeking ST support using the online grant submission
systems: eRA Commons; Grants.gov; and Electronic Biomedical Research Application Portal
(eBRAP), which support federal research awards.

2. ST staff conduct a technical and programmatic review of proposals providing expert advice and
counsel concerning merit, adherence to call requirements and alignment with the wing research
portfolio and the broader DHP corporate research investment in line with the policy memorandum,
“Air Force Medical Service Guidance: Requirements, Roles & Responsibilities,” 6 September 2017
and the ST Research and Acquisitions Advisory Committee Charter, 17 January, 2018.

3. PIs who are planning to apply using one of the online grant mechanisms are to contact the ST
Business Official (BO) regarding submission intent as soon as possible. The proposal review is to be
completed prior to acceptance of PI affiliation requests and generation of letters of support. The
grant application is reviewed by me prior to submission by the ST BO within the online grants
system. The BO, Mr. Jerry Spencer, will guide Pls through the specific steps for the internal review
process and successful online submission.

4. For more information, please contact Mr. Jerry Spencer, at (210) 292-2303/2097 or by email:
jerry.r.spencer.civ@mail.mil.

Y

; Yy

DEBRA M. NlE&l/ELYER, Ph.D., DAF
Chief Scientist, 59th Medical Wing

Warrior Medics — Mission Ready — Patient Focused
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DEPARTMENT OF THE AIR FORCE
59TH MEDICAL WING (AETC)
JOINT BASE SAN ANTONIO - LACKLAND TEXAS

ST Policy Letter: OCT 10 2019
Supersedes: Ltr 2017-04, dated 2 Nov 2017

MEMORANDUM FOR ALL ST STAFF
FROM: 59 MDW/ST

SUBJECT: Knowledge Readiness Level (KRL) and Knowledge Transition Agreement (KTA)
Policy (supersedes 59 MDW/ST policy letter 2017-04)

1. To improve our ability to transition the outcomes of our knowledge-based research projects to
the clinical, readiness, and operational missions and better address Defense Health Agency
(DHA) Procedural Instruction (PI) 3200.01 Research and Development (R& D) Enterprise
Activity (9 Aug 2019), we are revising our policy for the development and use of knowledge
transition agreements and the use of a revised readiness scale for assessing the maturity of
knowledge-based projects/products for achieving effective completion and application. If the
creation of a knowledge-based product is associated with the development of a materiel solution,
the AFMS Technology Transition Agreement (TTA) process and the DoD Technology
Readiness Level (TRL) chart (Table E-1 of the DoD Technology Readiness Assessment
Guidebook, July 2009) will be used to manage and assess overall project maturity. The primary
purpose for creating a knowledge transition agreement is to convey to all stakeholders, but
specifically decision makers representing the intended user(s) of the knowledge product, what
the expected outcome (deliverables) will be, how they will be generated, how long this process
will take, and how the results are expected to be applied to the mission. If there are any
disagreements on these points, the knowledge transition agreement will be revised. The
objectives for using knowledge transition processes is to help focus precious Military Health
System (MHS) medical research funding on:

a. Closing the gaps between research and practice

b. Optimizing health outcomes and care for the Warfighter and dependents/beneficiaries

c. Accelerating adoption of evidence-based practices

d. Streamlining health care processes and procedures

e. Reducing health care costs
2. Knowledge Transition Agreement (KTA): These agreements are established between the
principal investigator (PI) of the research or equivalent and a designated transition partner who
not only represents the intended user(s) of the knowledge which will be generated from the

research, but has the decision authority to apply the knowledge product to a military mission
(operational, clinical, education/training, or research). The KTA is quad-chart based to capture

Warrior Medics — Mission Ready — Patient Focused
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