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REHAB 427
App lie d  P&O 1 

Spring  2009

Co urse  Re visio n

• Pre se nta tio ns c a nc e lle d

• Stud e nt-le a d  d isc ussio ns (8:30 – 10:30a m)

– Ma y 13th – Je n, Ce da r, Ra nd o m, Pa ula

– Ma y 20th – Kim, Me g a n, Je a n, Gre g

– Ma y 27th –Ad rie nne , Bra nd o n, Ma tt

– June  3rd – No  c la ss

• 30 minute s pe r stud e nt

• “Ope n” fo rma t

– All stude nts a sse sse d  b a se d  upo n e va lua tio n c rite ria  

• Pa pe rs d ue  o n 3/ 10/ 2009 b y 5p m

– Pa pe r a nd e le c tro nic  (e ma il)

The  Re se a rc h Pro po sa l
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REHAB427 re se a rc h pro po sa l

Se c tio n #  o f Pa g e s

• Title 0

• Ab stra c t 1

• De sc riptio n o f the  pro b le m 1-2

• Lite ra ture  re vie w 3-6

• Pro po se d  re se a rc h 1-2

– Purp o se

– Que stio n/ hyp o the sis

– Sp e c ific  Aims

• Me tho d o lo g y 2-5

• Sub je c t pro te c tio n 1-2

• Re so urc e s 1-2

TOTAL 10- 20

Ethic s, Pe rso nne l & Bud g e t

Ethic s
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Ethic a l Re spo nsib ility

• Thre e  p rinc ip le s o f e thic a l re se a rc h*

– Auto no my – rig ht o f se lf-d e te rmina tio n

• Ind ivid ua ls ma ke  the ir o wn c ho ic e s

• Re se a rc he rs must re sp e c t tha t c ho ic e

– Espe c ia lly impo rta nt with c hild re n, d isa b le d  pe rso ns

– Be ne fic e nc e  – re spo nsib ility o f we ll-b e ing

• “Do  no  ha rm” o r ma x. b e ne fit while  min. po ssible ha rm

• Re se a rc he r must we ig ht b e ne fits with risks

– Justic e  – fa irne ss in the  re se a rc h pro c e ss

• Eq ua lity o f b e ne fits a nd  b urd e ns (i.e . c o ntro ls)

• Pro p e r se le c tio n o f re se a rc h c a nd id a te s

• Ap p lic a b ility o f q ue stio n a nd  re se a rc h

* Portney & Watkins ©2000

Histo ry

• Rig hts a nd  p ro te c tio n fo r huma n sub je c ts

– De rive d  fro m issue s o f huma n e xp e rime nta tio n

• Ca nc e r study (1960’ s)

• Syphilis study (1930’ s – 1970’ s)

• Nure mburg  Co de (1947)

– First fo rma l d o c ume nt

– Re se a rc h o nly b y a  q ua lifie d  p ro fe ssio na l

– Sub je c ts must g ive  info rme d c o nse nt

• Purpo se , p ro c e dure s, inc o nve nie nc e s, a nd  po te ntia l ha za rds

• De c laratio n o f He lsinki (1964, 1975, 1983, a nd  1989)

– Wo rld  Me d ic a l Asso c ia tio n

– First to  a d d re ss ind e p e nd e nt re vie w

– Inva lid  re se a rc h sho uld  no t b e  a c c e p te d  fo r p ub lic a tio n

– Inc o rp o ra te d  b y US De p t o f He a lth a nd  Huma n Se rvic e s (DHHS) 

Rule s & Re g ula tio ns

Ind e pe nd e nt Re vie w

• US la ws sta te  a ll fe de ra lly-fund e d  re se a rc h must b e  re vie we d

• Mo st institutio ns re q uire  inte rna l re vie w fo r all re se a rc h

• Inte rna l Re vie w Bo a rd  (IRB)
– At le a st 5 me mb e rs

– Mix o f ma le s a nd  fe ma le s

– No t fro m sa me  p ro fe ssio na l g ro up

– Co mp e te nt fo r re vie w

– One  me mb e r must b e  no nsc ie ntific

• La wye r, c le rg y, e thic ist

– One  must b e  una ffilia te d  with institutio n

• IRB Re vie w
– Co nsid e r sc ie ntific  me rit

– Eva lua te  c o mp e te nc y o f re se a rc he rs

– Asse ss risk to  sub je c ts (“ risk-to -b e ne fit” )

– Inte rp re t fe a sib ility o f stud y g ive n a va ila b le  re so urc e s

– Re sults in a p p ro va l, re q uire  mo d ific a tio ns, o r d isa p p ro va l
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Type s o f Re vie w

• Full re vie w 
– 5 re vie we rs

– Lo ng e r re vie w p ro c e ss (ma ny mo nths)

• Expe d ite d  re vie w
– 2 re vie we rs

– Le ss time  fo r a p p ro va l (we e ks to  mo nths)

– Sp e c ific  stud y c ha ra c te ristic s
• No n-inva sive  pro c e d ure s w/  a d ults

• Ro utine ly a pp lie d  inte rve ntio ns
• Mo de ra te  e xe rc ise  w/  he a lthy sub je c ts

• Exe mpt re vie w
– At le a st o ne  re vie we r

– Stud y c ha ra c te ristic s
• Surve ys

• Inte rvie ws
• Re vie w o f re c o rd s

– No n-id e ntifying  info rma tio n

– No n-p e rso na l info rma tio n (no  d rug , c rimina l, o r se xua l a c tivity)

In
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Info rme d  Co nse nt

• Info rma tio na l e le me nts

– Sub je c ts must b e  fully info rme d

• Purp o se  o f re se a rc h

• Exp la na tio n o f p ro c e d ure s

• Risks (i.e . p hysic a l, p syc ho lo g ic a l, e mo tio na l, fina nc ia l, e tc .)

• Be ne fits (i.e . no  d ire c t b e ne fit, re d uc e d  p a in, p a yme nt, e tc .)

– Sub je c ts info rma tio n sho uld  b e  pro te c te d

• Co nfid e ntia l

• Ano nymo us

– Tra nsfe r o f info rma tio n must b e  c le a r

• La y la ng ua g e

• Writte n a nd / o r ve rb a l

– Sub je c ts must b e  fre e  to  q ue stio n re se a rc he rs

• Time  to  a ssimila te

Info rme d  Co nse nt

• Co nse nsua l e le me nts

– Vo lunta ry c o nse nt

• No  p e na lty fo r no t p a rtic ip a ting

• No  pe na lty fo r no t c o mple ting  (inc lud ing  c o mpe nsa tio n)

– Vulne ra b le  sub je c ts

• Child re n

• Disa b le d  p e rso ns

• Re q uire  p a re nt/ g ua rd ia n c o nse nt

– Withd ra wa l

• Vo lunta ry withd ra w a t a ny time , fo r a ny re a so n

– Be fo re

– During

– Afte r

• Withd ra wa l fo r sa fe ty c o nc e rns

Does this 

complicate 

research?
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Info rme d  Co nse nt

• Co nse nt fo rm
– Type d

– Inc o rpo ra te s a ll e le me nts o f info rme d  c o nse nt

– Sig ne d  a nd  d a te d
• Sub je c t

• Re se a rc he r (a nd  witne ss)

• Sig na ture  pa g e  must c o nta in te xt o f c o nse nt fo rm

– Co p ie s

• Sub je c t a nd  re se a rc he r’ s file s

• Ke p t se p a ra te  fro m stud y d a ta

• Exc lusio ns to  info rme d  c o nse nt
– Re tro spe c tive  re vie w o f no n-id e ntifying  pa tie nt d a ta

– IRB is still re q uire d

Pa tie nt Info rma tio n

• He a lth Insura nc e  Po rta b ility a nd  Ac c o unta b ility Ac t (HIPAA) 
– De ve lo p e d  to  tra nsfe r p a tie nt info rma tio n (1996)

• HIPAA Priva c y Rule  
– Se t o f p riva c y re g ula tio ns inc o rp o ra te d  into  HIPAA (2004)

– Mo st o rg a niza tio ns must b e  HIPAA-c o mp lia nt

• Pro te c te d  he a lth info rma tio n (PHI)

– Pa st, p re se nt, future  p hysic a l o r me nta l c o nd itio ns

– Tre a tme nt o p tio ns fo r tho se  c o nd itio ns

– Pa yme nt info rma tio n re g a rd ing  tre a tme nt

– Ma y b e  e le c tro nic , writte n, o r ve rb a l

– Pa tie nt ma y b e  living  o r a  d e c e d e nt 

• Diffe re nt type s o f PHI
– Ind ivid ua lly id e ntifia b le  he a lth info rma tio n (IIHI)

– De -Id e ntifie d  info rma tio n

– Limite d  d a ta se t

HIPAA

http://www.hhs.gov/ocr/hipaa/
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He a lth Info rma tio n

• Rule s o f a c c e ss a nd  use

– Diffe r fo r e a c h typ e  o f PHI

• Ind ivid ua lly id e ntifia b le  he a lth info rma tio n (IIHI)

– IIHI is c re a te d  o r re c e ive d  b y a  he a lthc a re  p ro vid e r

– Invo lve s me d ic a l (p hysic a l o r p syc ho lo g ic a l) c o nd itio ns

• Pa st, p re se nt o r future

– Invo lve s tre a tme nt o f me d ic a l c o nd itio ns

– Invo lve s p a yme nt info rma tio n re g a rd ing  me d ic a l c o nd itio ns

– Id e ntifie s the  ind ivid ua l

Access and use of IIHI 

requires consent from 

patient

De -id e ntifie d  info rma tio n

1. Na me

2. Lo c a tio n mo re  spe c ific  tha n sta te

3. Da te s (b irth, a dmissio n, d isc ha rg e , d e a th, a g e  o ve r 89)

4. Te le pho ne  numb e r

5. Fa x numb e r

6. Ema il a d d re ss

7. So c ia l se c urity numb e r

8. Me d ic a l re c o rd  numb e r

9. He a lth p la n numb e r

10. Ac c o unt numb e r

11. Ce rtific a te / lic e nse  numb e rs

12. Ve hic le  ide ntifie rs a nd  numb e rs (VIN, lic e nse  p la te , e tc )

13. De vic e  ide ntifie rs a nd  se ria l numb e rs

14. We b site  info rma tio n (URL)

15. Bio me tric  ide ntifie rs (vo ic e  o r fing e r p rints)

16. Id e ntifying  pho to g ra phs (fa c e , ta tto o s, e tc )

17. Inte rne t a d d re ss (IP a d d re ss)

18. Any o the r uniq ue  ide ntifying  info rma tio n

Access and use of de-identified 

information MAY NOT require 

consent from patient

Limite d  Da ta se t

• Must b e  re mo ve d

– Na me

– Ad d re ss (o the r tha n c ity, sta te , a nd  zip )

– Te le pho ne  a nd  fa x numb e r

– Ema il a d d re ss

– So c ia l se c urity numb e r

– Ce rtific a te / lic e nse  info rma tio n

– Ve hic le  ide ntifie rs a nd  numb e rs

– URL’ s a nd  IP a d d re sse s

– Id e ntifying  pho to g ra phs

– Me d ic a l re c o rd , he a lth p la n, o r a c c o unt numb e rs

– De vic e  ide ntifie rs a nd  se ria l numb e rs

– Bio me tric  ide ntifie rs

• Are  a llo we d

– Ad missio n, d isc ha rg e , se rvic e  d a te s

– Birth a nd  d e a th d a te s

– Ag e

– Ge o g ra phic a l info rma tio n (c ity, sta te , zip , e tc .)

Access and use of limited 

datasets requires data use 

agreement with institution
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HIPAA Autho riza tio n

• Ana lo g o us to  info rme d  c o nse nt

– Wha t info rma tio n will b e  use d

– Who  will ha ve  a c c e ss to  the  info rma tio n

– Who  ma y re c e ive  the  info rma tio n

– Purpo se  o f c o lle c ting / d isc lo sing  the  info rma tio n

– Expira tio n o f info rma tio n

• Ofte n 5 ye a rs

• If ind e finite , e xp lic itly sta te  so

– Pa tie nt sig na ture  a nd  d a te

– Rig ht to  re vo ke  info rma tio n

– Rig ht to  no n-pa rtic ipa tio n

UW Huma n Sub je c ts Fo rm

Huma n Sub je c ts Re vie w

• Ke y re vie w ite ms

– Re se a rc he r c o nta c t info rma tio n

– Ap p ro va l fro m c ha ir/ d e a n/ d ire c to r

– Co -inve stig a to rs

– Fund ing  so urc e s

– Purp o se

– Pro c e d ure s/ p ro to c o l

– De c e p tio n

– Numb e r, a g e , g e nd e r, e thnic ity o f sub je c ts

– Inc lusio n/ e xc lusio n c rite ria

– Re c ruitme nt p ro c e d ure s

– Risks a nd  b e ne fits

– Ad ve rse  e ffe c ts

– Co nfid e ntia lity

– Info rme d  c o nse nt
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Re sid e nc y Re se a rc h

• Que stio n: g ive n the se  rule s, ho w d o  I g e t sta rte d ?

• Answe r: HIPAA a llo ws limite d  a c c e ss to  PHI

• Pre pa ra to ry re se a rc h

– Fo rmula te  a  re se a rc h pro po sa l

– Cre a ting  a  hypo the sis

– Id e ntifying  c a nd id a te  sub je c ts

• Sub je c t re c ruitme nt

– As a n e mplo ye e  yo u c a n

• Id e ntify sub je c ts

• Co nta c t sub je c ts fo r a utho riza tio n 

– Ca nno t e xtra c t PHI fro m pa tie nt file s w/ o  a utho riza tio n

http://privacyruleandresearch.nih.gov

Re sid e nc y Re se a rc h

• Ma ny re side nc y site s will no t ha ve  a c c e ss to  IRB

– Ma inta in yo ur e thic a l re spo nsib ilitie s

– Pe e r re vie w 

– Go  thro ug h the  mo tio ns

• Ask yo urse lf q ue stio ns

– Is my pro po sa l a nd  re se a rc h e thic a l?

– Are  my sub je c ts pro te c te d ?

– Are  my sub je c ts pro pe rly info rme d ?

– Do  the  sub je c ts unde rsta nd  the ir rig hts & re spo nsib ilitie s?

– Ha ve  I a vo id e d  c o e rc io n?

– Ha ve  I a ske d  the m to  sig n a  c o nse nt fo rm?

Re sid e nc y Re se a rc h
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Ad ministra tive  Ele me nts
Pe rso nne l, Bud g e t, Time line , & Re so urc e s

Pe rso nne l

Pe rso nne l

• De sc riptio n o f the  re se a rc h te a m

– Prima ry inve stig a to r/ re se a rc he r

– Clinic a l sup p o rt

– Othe r ke y p e rso nne l o r c o lla b o ra to rs

• Qua lific a tio ns

– Brie f re sume  o r C V (c urric ulum vita e )

– Exp e rie nc e / suc c e ss with fund ing

– Pub lic a tio n re c o rd

• Le tte rs o f suppo rt

– Usua lly fro m c o lla b o ra to rs

• Re sid e nc y Pro je c t

– Cite  a  b rie f b a c kg ro und  fo r yo urse lf

– No te  o the r p e rso nne l ne e d e d  (if re q uire d )
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Re so urc e s

Re so urc e s

• De sc rip tio n o f re so urc e s a t yo ur d isp o sa l

– Fa c ility d e sc riptio n

• Numb e r o f p ra c titio ne rs, te c hnic ia ns, supp o rt sta ff

– Clinic a l re so urc e s

• Fa b ric a tio n

• Fitting  ro o ms

• Asse ssme nt a re a s

– Eq uipme nt

• Ga it la b

• Te sting  e q uip me nt

• Co mp ute r re so urc e s

• Re sid e nc y p ro po sa l

– Give  a  de sc riptio n o f yo ur re quire d o r de sire d re so urc e s

Bud g e t
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Bud g e t

• De ta ile d  b re a k-d o wn o f p ro je c t c o sts

• Critic a l ste p

– Ofte n d iffic ult to  c ha ng e  a fte r a ppro va l

• Ke y e xp e nse s (i.e . “Dire c t c o sts” )

– Pe rso nne l

– Eq uipme nt

– Supplie s (Othe r)

– Tra ve l

• Administra tive  c o sts (i.e . “ Ind ire c t c o sts” )

– Re nt, e le c tric ity, fa c ilitie s, suppo rt pe rso nne l

– Usua lly a  pe rc e nta g e  o f d ire c t c o sts

Re sid e nc y Re se a rc h Bud g e t

• Bud g e t summa ry

– Pe rso nne l

• Time  (% e ffo rt o ve r stud y p e rio d )

• Co st (% Sa la ry, ho urly wa g e )

– Eq uipme nt

• Co mp ute r, g a it la b , p ro sthe tic  c o mp o ne nts 

• > $300

– Supplie s a nd  Othe r

• Que stio nna ire s, c o p ying , c o nsuma b le  ma te ria ls, sub je c t fe e s

• < $300

• Budg e t justific a tio n

– 1-2 pa ra g ra ph e xpla na tio n o f b ud g e t summa ry

Exa mp le

Budge t Summary:

Pe rso nne l

Inve stig a to r – BJ Ha fne r (10% e ffo rt) $        NR

Ad viso r – MR Owne r (10 ho urs) $        NR

Ad ministra tive  Asst – MR Fro ntde sk (20 ho urs) $        NR

Eq uipme nt

Ga it La b  Re nta l Fe e  (6 to ta l ho urs a t $50/ hr) $       300
Co mpute r/ Mo nito r/ Da ta  Ba c kup  De vic e $        NR

Te st So c ke t $       150

SACH fo o t $       240

Fle x-Fo o t $    Bille d

Supp lie s
Co p y Fe e s $         10

Tota l Funding  Re que ste d $      700

No te : NR = No t Re q uire d / Re q ue ste d
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Time line

Time line

• Time line  is a  p ha se  o r ta sk-sp e c ific  sc he dule

• Two  typ e s

– Simple  time line  – hig hlig ht stud y pha se s

– De ta ile d  time line  – no te  spe c ific  ta sks/ mile sto ne s

• Time line  sho uld  mirro r me tho do lo g y/ p ro c e dure s

• Use ful fo r a sse ssing  fe a sib ility

– Se ts de a d line s

– Co mplime nts b ud g e t/ re so urc e s

– Tra c k pro g re ss

Exa mp le  – Simp le  Time line

1 2 3 4 5 6 7 8 9 10 11 12

1 Recruitment/Enrollment

2 Baseline Data Collection (A)

3 Intervention Data Collection (B)

4 Baseline Data Collection (A)

5 Data Analysis

6 Final Report

Phase Description
Timeline (month)
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Exa mple  – De ta ile d  Time line

1 Obtain IRB Approval

2 Recruit Subject

3 Enroll Subject

4 Baseline Measurement 1

5 Baseline Measurement 2

6 Baseline Measurement 3

7 Baseline Measurement 4

8 Baseline Measurement 5

9 Apply Intervention

10 Accommodation Period

11 Intervention Measurment 1

12 Intervention Measurment 2

13 Intervention Measurment 3

14 Intervention Measurment 4

15 Intervention Measurment 5

16 Remove Intervention

17 Accommodation Period

18 Baseline Measurement 1

19 Baseline Measurement 2

20 Baseline Measurement 3

21 Baseline Measurement 4

22 Baseline Measurement 5

23 Statistical Analysis

24 Draft Report

25 Turn in Final Report

10 11 126 7 8 9
Task Description

Timeline (Months)

1 2 3 4 5

= work phase = milestone

Que stio ns?

Fo r Ne xt We e k

• Le c ture
– Da ta  Ana lysis a nd  Sta tistic s

• Assig nme nt
– Co ntinue  d ra fting  re se a rc h pro po sa l

– Pla n c la ss d isc ussio n

– Me e t with pe e rs /  instruc to rs to  d e ve lo p  id e a s, a s ne e d e d


