REHAB 427
Appled P&O 1

Spring 2009

Course Revision

Presentationscancelled

Student-lead disc ussions (8:30 —10:30am)
— May 13t —Jen, Cedar, Random, Paula

— May 20— Kim, Megan, Jean, Greg

— May 27t —Adrienne, Bandon, Matt

— June 3" —No class

30 minutes perstudent

“Open” format

— Allstudentsassessed based upon evaluation c rite ria

Papersdue on 3/10/2009 by 5pm

— Paperand electronic (email)

The Research Proposal




REHAB427 research proposal

Section # of Pages
o Ttle 0
* Abstract 1
* Description ofthe problem 1-2
¢ literature review 3-6
* Poposed research 1-2
— Purpose
— Question/hypo thesis
— Specific Aims
e Methodology 2-5
* Subjectprotection 1-2
* Resources 1-2
TOTAL 10-20

Ethic s, Personnel & Budget

Ethic s




Ethic alRe sp o nsib ility

* Three principlesofethicalresearch*
— Autonomy —right of self-determination
¢ Individuals make theirown choices
* Researchersmustrespectthatchoice
— Especially important with children, disabled persons
— Beneficence —responsbility of wellbeing
* “Do no ham” ormax. benefit while min. possible hamm
* Researc hermust weight be ne fits with risks
— Justice —faime ssin the research process
* Fquality of benefitsand burdens (ie. contols)
* Poperselection ofresearch candidates
* Applicability of question and research

 Portney & Watkins ©2000

Histo ry

* Rightsand protection forhuman subjects
— Derived from issues of human e xperimentation
o Cancerstudy (1960’s)
« Syphilis study (1930"s — 1970s)
* Nuremburg Code (1947)
— Fistformaldocument
— Researchonlyby a qualified professional
— Subjects must give informed consent
* Pumpose, procedures, inconveniences, and potentialhazands
* Declaration of He lsinki (1964, 1975, 1983, and 1989)
— Word MedicalAssociation
— Fistto addressindependent review
— Ihvalid research should notbe accepted forpublication
— Icormorated by USDeptofHealth and Human Servic e s (DHHS)
Rules & Regulations

Independent Review

e USlawsstate allfederally-funded research mustbe reviewed
* Mo st institutions re quire intemalreview forallresearch
¢ IntemalReview Board (IRB)

— Atleast5 members

— Mixofmalesand females

— Notfrom same professionalgroup

— Competentforreview

— One membermustbe nonscie ntific

o Iawyer, clergy, ethicist

— One mustbe unaffiliated with institution
* IRBReview

— Considerscientific merit

— Bvaluate competencyofresearchers

— Assess sk to subje c ts (“risk-to -b e ne fit”)

— Interpretfeasibility of study given available resources

— Resultsin approval, require modifications, ordisapproval




TpesofReview

e Fullreview
— Sreviewers
— Iongerreview process (many months)
* Fxpedited review
- 2mreviewers
— Iesstime forapproval(weeks to months)
— Specific study charac teristic s
* Non-invasive procedures w/ adults
* Routinely applied interventions
* Moderate exercise w/ healthy subjects
* Exemptreview
— Atleastone reviewer
— Study charactenstic s
* Surveys
* Interviews
* Review ofrecords
— Non-ide ntifying information
— Non-personalinformation (no drug, criminal, orsexualac tivity)

| Aunnios BU!SE‘SJOU|>

Informed Consent

* Informationalelements
— Subjectsmustbe fully nformed
* Purpose ofresearch
* Explanation of procedures
* Risks (Le. physical psychological emotional, fmancial, etc.)
* Benefits (ie. no direct benefit, educed pain, payment, etc.)
— Subjectsinformation should be protected
* Confidential
* Anonymous
— Tansferofinformation must be clear
* Iaylanguage
* Wiitten and/orverbal
— Subjectsmustbe free to question researchers
* Tme to assimilate

Informed Consent

* Consensualelements
— Voluntary consent
* No penalty fornot participating
* No penalty fornotcompleting (including ¢ ompe nsation)
— Vulnerable subjects
¢ Chidren
* Disabled persons
* Require parent/guardian consent
— Withdrawal
* Voluntary withdraw at any time, forany reason
— Before

_ During Does this
- Afier e complicate

* Withdrawalforsafety concems research?




Informed Consent

* Consentform
— Typed
— Incomporatesallelementsofinformed consent
— Signed and dated
* Subject
* Researcher(and witne ss)
* Signature page must contain text of consent form
— Copies
* Subjectand researchersfies
* Keptseparate from study data

* Exclusions to informe d eoTseT
— Retrospective review of non-identifying pgtient data
— IRBisstillrequired

Patient hformation

* Health nsurance Portability and Accountability Act (HIPAA)
— Developed to transferpatie nt informa tion (1996)
e HIPAA Privacy Rule
— Setofprivacy regulationsincorporated into HIPAA (2004)
— Most o1ganizations must be HIPAA-compliant
* Protected health information (PHD
— Past, present, future physicalormentalconditions
— Teatmentoptionsforthose conditions
— Paymentinformation regarding tre atment
— May be electonic, wrtten, orverbal
— Patientmaybe living ora decedent
¢ Different types of PHI
— Individually identifiable health informa tion (IH)
— De-Identified information
— Limited dataset

HIPAA

Human Services —

{I fealth
N

R | ' | Fact Shwuts | Conact o8

Bovmers 1e e
Oueations Office for Civil Rights - HIPAA
Medical Privacy - National Standards 10 Protect the Privacy of Personal ieaith Information

VIPAS Reguistons & Shardars it Sl Provcorallinaith PlanaCrber Sunansas

http://www.hhs.gov/ocr/hipaa/




He alth hformation

* Rulesofaccessand use
— Differforeach type of PHI

e Ihdividually identifiable he alth informa tion (IHI)
— IHliscreated orreceived by a healthcare provider
— Ivolvesmedical(physicalorpsychological) conditions
* Past, present orfuture
— Involvestreatmentofmedicalconditions
— Ihvolvespaymentinformation regarding medicalconditions
— Identifies the individual

Access and use of IIHI
requires consent from
patient

De -identified information

Name

Iocation more specific than state

Dates (birth, admission, discharge, death, age over89)
Telephone number

1
2
3
4.
5.  Faxnumber
6
7
8
9

Mmailaddre s Access and use of de-identified
Socialsecurity number information MAY NOT require
Medicalrecord number )

Health plan number consent from patient

10. Accountnumber

11. Cettificate/license numbers
12. Vehicle identifiers and numbers (VIN, license plate, etc)
13. Device identifiers and seralnumbers

14. Website information (URD

15. Biometrc identifiers (voice orfinger prints)

16. IMentifying photographs (face, tattoos, etc)

17. Mtemetaddress(IPaddress)

18. Any otherunique identifying information

Limited Dataset

¢ Mustbe removed
— Name
— Address (otherthan city, state, and zip)
— Telephone and faxnumber

- Emailaddress —
- Socialsecurity number Access and use of limited
- Centificate/lcense nfomation | datasets requires data use

— Vehicle identifiers and numbers t with instituti
_ URCsand Paddresses agreement with Institution

— Hdentifying photographs
— Medicalrecord, health plan, oraccount numbers
— Device identifiers and seralnumbers
- Biometric identifiers
¢ Are allowed
— Admission, discharge, service dates
— Bithand death dates
- Age
— Geogmphicalinformation (city, state, zip, etc.)




HIPAA Authorization

* Analogousto mformed consent

What information willbe used
Who wilhave accessto the information
Who may receive the information
Purmpose ofcollecting/disclosing the mformation
Expiration of information
* Often 5 years
* Ifindefinite, e xplic itly state so
Patient signature and date
Right to revoke information
Right to non-participation

UW Human Subje c ts Form

Human Subjects Review

* Keyreview items

Researchercontactinformation
Approvalfrom chaivdean/director
Co-investigators

Funding sources

Purpose

Procedures/protocol

Deception

Number, age, gender, ethnicity of subjects
Inc lusio n/ e xc lusio n ¢ rite ria
Recmitment procedures

Risks and bene fits

Adverse effects

Confid e ntia lity

Informed consent




Residency Research

* Question: given these rules, how do Igetstarted?
¢ Answer HIPAA allows limited accessto PHI

e Preparatoryresearch
— Formulate a research proposal
— Creating a hypothesis
— Hdentifying candidate subjects
* Subjectrecruitment
— Asanemployee youcan
* Identify subjects
* Contactsubjects forauthorzation

— Cannotextract PHIfrom patient files w/o authorization

htip://privacyruleandresearch.nih.gov

Residency Research

* Many residency sites willnot have accessto IRB
— Maintain youre thic alre sponsbilitie s
— Peerreview
— Go through the motions

e Ask yourself questions
— kmyprposaland research ethical?
— Are my subjectsprotected?
— Are my subjects propedy nformed?
— Do the subjectsunderstand theirrghts & re sp o nsb ilitie s?
— Have Iavoided coercion?
— Have Iasked them to sign a consent form?

Residency Research

NCOPE

With subsmission of my Direted Study to NCOPE 1 agree that

net with all legal requizements, and it an TRE approval is required, it Tus been

* Informed written consent has be brained by all human subjects

* All HIPAA requisements have b

ce1l met

witie nuseonduct (Le., |

rism). Plagi

resulrs witho

as defined by

ribunon”

y someone else’s words, i




Administra tive Ele me nts
Personnel, Budget, imeline, & Resources

Personnel

Personnel

Description of the research team

— Primary investigatorresearcher

— Clinicalsupport

— Otherkey personnelorcollaborators
Qualific ations

— Briefresume orCV (c umic ulum vitae)
— Experence/success with funding

— Publication record

Iettersof support

— Usually from collaborators

Residency Project
— Cite a briefbackground foryourself
— Note otherpersonnelneeded (frequired)




Resources

Resources

* Description of resourcesatyourdisposal

— Facility description

* Numberof prac titio ners, te c hnicians, support sta ff
— Clinicalresources

* Fabrcation

* Fitting moms

* Assessmentareas
— Equipment

* Gaitlab

* Testing equipment

* Computerresources

* Residencyproposal

— Give a description of yourrequired ordesired resources

Budget

10



Budget

e Detailed break-down of projectcosts
¢ Criticalstep
— Often difficult to change afterapproval
e Keyexpenses (ie. “Directcosts”)
— Personnel
— Equipment
— Supplies (Other)
— Tavel
¢ Administrative costs (ie. “Indirect costs”)
— Rent, electricity, facilities, support personnel
— Usually a percentage of directcosts

Residency Research Budget

* Budgetsummary
— Personnel
* Tme (% effort overstudy period)
* Cost(% Salary, hourdy wage)
— Equipment
* Computer, gaitlab, prosthetic components
* >$300
— Suppliesand Other
* Questionnaires, copying, consumable materals, subjectfees
* < $300
* Budge tjustific ation
— 1-2paragraphexplanation ofbudget summary

Example

Budget Summary:
Personnel

Investigator— BJ Hafner(10% e ffot) $ NR
Advisor— MR Owner (10 ho urs) $ NR
Administrative Asst — MR Frontd e sk (20 ho urs) $ NR
Equipment

Gait Iab RentalFee (6 totalhours at $50/hr) $ 300
Computer MonitorData Backup Device $ NR
Test Socket $ 150
SACHfoot $ 240
Fex-Foot $ Billed
Supplies

Copy Fees $ 10
Total Funding Re quested $ 700

Note: NR= Not Re quire d/Re que sted

11



Tme line

Tme line

Tmeline isa phase ortask-specific schedule
Two types

— Simple timelne —highlight study phases

— Detailed timeline —note specific tasks/milestones
Tmeline should mimormethodology/procedures
Use ful forasse ssing fe a sib ility

— Setsdeadlines

— Complimentsbudget/resources

— Tackprogress

Example — Simple Time line

Timeline (month)

Phase

1]2]3]a]s[e][7]8]9]10]n

Recruitment/Enrollment [

Baseline Data Collection (A)

Intervention Data Collection (B)

Baseline Data Collection (A)

Data Analysis |

IR IS

Final Report | |
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Example — Detailed Time line

Timeline (Months)

Task Description
1 2 3 4 5 6 7 [ 9 w0 [ 1| 12

[Gbtain IRB Approval

Recruit Subject

Enrol Subject
- j:aaseume Measurement

pply Intervention

\ccommodation Period

Tntervention Measurment

intervention Measurment

intervention Measurment

intervention Measurment

Intervention Measurment

emove Intervention

[Accommodation Period

Baseline Measurement
Baseline

[Baseline

[Baseline

[ 22 [Baseine
25 [Statistical Analysis
Draft Report

|25 [Tum in Final Report

D = work phase D = milestone

Que stio ns?

ForNext Week

* Iecture
— Data Analysis and Statistic s

* Assignment
— Contnue drafting research proposal
— Plan class disc ussion
— Meetwith peers/ nstructorsto develop ideas, asneeded

13



