National Cancer Institute
Best Practices for Biospecimen Resources
June 2007

SR 3745 A R
;

b MEPERRE RO 7230 D IEH R

BROFAEEHF T 5
-4 - 003)

ROBIE R OBl BRERIERRARE



Ek

C 3

5|&=|;

SLNABEZRFR

L

EMERRERRD=HDERBER

200746 H

goooooood
goooogoooo
ooooooobooo

gbgbobdboooooouoogbobobobnobod

oboooboobboobboobbHe-000 b -00-0030
guobodobddnoz2o090 300

g oboog 0o

MATEGEAN DOOOODOO



o o
goooooobooboobobbbboboboooogooooooooooobbbbboooo
ogoboboooooobbooooobobooobbooooobbooooobbooobon
ugobboooooobobooobooboouobbooooooboboooooboooobob
ood



DDDD ..................................................................... 1
|:| D .................................................................... 13
0 A O 1 O 0 LI 16
A- |:| D |:| D D |:| |:| D |:| |:| D D .............................................. 16
A_l- D D ............................................................ 16

A_2- D D |:| D ........................................................ 16

A_3_ [l D ............................................................ 16

B_ |:| D |:| D D |:| |:| D |:| |:| D D |:| D D ........................................ 16
B.1. 000DO0O0D0D00000000000000 «rvevrmrmee 16

B_2- D D |:| D |:| |:| D |:| |:| D D |:| ........................................ 21

B_3_ [l D |:| D/D [l D D DQA/QCD ...................................... 23

B_4_ [l D |:| [l D |:| [l D ................................................ 24

B.5. 0D0DOODODOODODOOOODONOO0DNONO0OODn -- 26

C_ |:| D |:| D D |:| D D |:| D D D D D D D |:| D .................................. 31
C.1. 0OO0OO0OOresponsible custodianshipO OO0 e 31

C_z_ [l D |:| [l |:| |:| [l |:| |:| [l D |:| [l ...................................... 32

C_3- D D |:| D |:| |:| D |:| |:| .............................................. 37

C_4- D D |:| D |:| |:| D |:| |:| D D |:| ......................................... 40

C_5- D D |:| D D |:| D D |:| D D |:| D ...................................... 42
References .................................................................. 44
Web Resources ............................................................... 45
Acronym List ................................................................ 48
01 0000000000000 D0OONCIOODOODNn s 49

DDZDDDDDDDDDDDDDDDDDDDD .............................. 50






gooooo

'.E-Iullé

A & &

ooooogan
caBIG™[] cancer Biomedical Informatics Gridd OOOO000000O0O0OO0OO0OO0OOOOOOOOOO
O00000O0DO0O00O00O0000bO0bO0DODOObO0oCO0O0ObO0ObDO0ObDODbOOOWorldWide Web OO
000000000000000000000000000000000000caBIG" 00000000000
000000000000000000000000000000OcaBIGM ONCIO Center for Bioinformatics
O0000ODODOOONC Thesaurus[l OO OO OO https://cabig.nci.nih.gov0 OO0 00O OO

......... 14,21,27,29,46,48,49

caBIG™([] [0 0 0 caBIG™ compatibility(1 caBIC"I 0000000000000 0caBIC"IODOOOODOO
O0000000O00D0DOO00D0DOO00DOO00D0DO Interface Integration(] Vocabularies/Terminologies and
Ontologiesl] Information ModelsO O OData Elements0 00 0000000000000 DOOODODOOOOO
00000000000000000000000000000000caBIGM"O 000000 caBIG™Glossary,
https://cabig.nci.nih.gov/overview/Glossary[T]

......... 49

caDSRO cancer Data Standards Repositoryll] OO0 000000000 ONIODODOOOOOC0OOCOOO0O
0000000000000 00000000000000000000000000cabSROOOOOO0OO
O0000000000000000000000000CcadSROOO000000O00O000O00O000O
oooooNIoooooooooomoooooo
http://ncicb.nci.nih.gov/NCICB/infrastructure/cacore overview/cadsrO0 000000

......... 29,4849

caTIESO cancer Text Information Extraction System[] caBIC"O0 000000000000 O0O0O0OOOO
do00odooobooooooooooooooooobooooooooooooooooooooooooa
O0000dddooooooooboooooobooooooboooooooooooboooooooooan
goooooooNiooooooboooom

......... 49

caTISSUE Core 0000000000000 OO0OODOODOO0OOOOOOOOOOOOOOOOOOOO
gobooobooooboobboobbooobooobooboboobobooboooboooboobbon
gobooboobobooboboobboobbooobooboboooboobboobooobboobboOon
gobogoboooobooboboobboobooobooboboobbooboooboooboobooon
gobogoobooooboobboobboooboooboobbooooNciobboobooobm

......... 49

Capability Maturity Model Integration 1 CMMIL] 0000000000000 0O00O0OOOOOOOOO
0000000000000 000DoooooooooooooonoonoooDoooooooonac
00000000000 00000000000000000000D000D000DO00DoDO0oDoOoooOO
0000000000000 000000000000000000000000000O Carnegie Mellon®
Software Engineering Institute CMMI Web site, http://www.sei.cmu.edu/cmmi/cmmi.html(1]

......... 29,46,48

goplogooobbooboboobooobooobbboobbooboobooboobooboobooooboooo
gobooboobboboboooboboobooobooboobboobooboooobooboooooboo
goboooboobboobobooobooboobboobobooboobooboooboboboobooobooo




gooooo

O

OO0safetyD 1. OOO0000OCOO000OCOO0OOCOOO0OOOOO0OOOISBER2005102. OO

0000000000000 00C000000OO0bOOo0ooOooognOOMerrian-Webster Dictionaryd
......... 21,28,24,25,26

O000000D0wunique identifier] 0000000000100000000000000CO0OO0OOOCO
goooNIooooooobooom
......... 28

0000000000000 Oinformed consent] OO0O00000C0O0000OCOO0OO0ODOOOOOO0O
gobogobbogobobooobboooobooobboooobooobbooobbobooobobo
gobogobobooobobooobbooooboooboboooobooobbooooboboooboobo
gooboooboboooobobooobobboooobboobobboooobboobobbooobobboobobo
gobogobbogobobooobboooobooobboooobooobbooobbobooobobo
gobogobobooobobooobbooooboooboboooobooobbooooboboooboobo
gooboooboboooobobooobobboooobboobobboooobboobobbooobobboobobo
0000000000000 000C0O0O0O0OODOODOOOO4s CRR 8 46.116()M
19,22,23,31,32,33,34,35,36,37,38,39,40

O000Jaerosold 0000000 OO0OOOODOMOI Centers for Disease Control and Prevention Special
Pathogens Branch, Glossary of Terms, http://mw.cdc.gov/ncidod/dvrd/spb/mnpages/glossary.htm1]
......... 25

O00OOepidemiologicl CO0OOOO00O0O0OOOODOOOOCOOOOOOOOOCOOOOOOOOOOOO
O0000D0O0DO0DO0O0O0OD000000000NCH ThesaurusJ

O
OOONHODOONIDOODOextramurall 1. 00000000000 D0O0OO0DOOODODODOOO
0000000000 OONational Institutesof HealthtD OO OO OO0 000000 OOODO OO National
Institute of Allergy and Infectious Diseases, Glossary of Funding and Policy Terms and Acronyms,
http://ww.niaid.nih.gov/ncn/glossary/(112. OO0O000O0C0OO0OONIOOOOODOOOOOMOI

......... 14,16,47

O00auditd 1. O000000ODOO00O0COOOODOOODOOODOODOOODOOODODODOODOO0D
0000000000000 0/0000000000O00O0O0OISBER 2005[02. OOOOOCOOOO
O Merriam-Webster Dictionary[T]

......... 23,28,39

O0Opatientd 1. ODO0O0OO0O0D00OO0DOO0O0OCOODOOOCOODOOOOOCOODOOOOOCOO2. O
O000000D0000OTaber"s Cyclopedic Medical Dictionary1]
.............. 17,34

00000DOcustodianshipd 000000000 OD0OOO0O0OOCOOOODOOOOOOCOOOODOO
gobogobooboboobboooboNiobooboooobom
..................... 31,32,37




gooooo

000000 Simple Letter Agreement: SLAL NIHOOOOOOOOOOOOOOOODOODOOOOOOOOO
OO00OMAONIHO OO OODO0000000000000000000SLAD000D0000000NCI
Technology Transfer Branch glossary, http://ttb.nci.nih.gov/glossary.phpI]

00000 associated datall 0 /7/7/7/77 /7777 []Biospecimen-associated data/ll 0 0 00
.............. 16,31,40,41,42,52

O000confidentialitydl] 1. O0O00O0OO0O000O00O0OO0OOOOCOOBIack™s LawDictionary(112. O
O00000000o0oo0oo@mod0o00o00oo0oo0ooo0ooooooooooooogo
000000000000 OONCI ThesaurusT]

........ 19,22,31,33,37,38,40,47

000000 OCObloodborne pathogenl OOOO0OO00O0OO0OCOOCOODOOODOODOOODOOODOO
000000000000BO0000000000DND0DO00ODO0DO00000OoOOooOoouono
O Occupational Safety and Health Administration Bloodborne Pathogen Standards, 29 CFR § 1910.1030

O000000Ogenomicsd OO000000000000OO0OO0OO0OOOOOOOOODOOOOOOOODOO
gobgobooobogbooboobooboooboobooobobboobboobbooboon
0000000000000 000O000O000O0bOOo0OoOodOEiseman et al. 2003

......... 26,40,49

OOOresearchl] OO00O0O000O00OO0OOO0OCOOOCOOCOOOOCOOOODOOOOOODOODOOO
O0000D0O0DO0O0O0O0O00O045 CRR & 46.102(d)M

0 0000Oresearch participantl] OO000Q)D0OO00O00O0D0O0OOCOOCOOOODOODOODOOOOO
QUOOODOO0000000000000D0D0OOO0OO0OO00n NCI Tutorial — Human Participant
Protections Education for Research,” http://ww.fic.nih.gov/Butrum/H_Subjects/6a.pdf1l]

17,19,21,22,26,27,30,31,32,34,37,39,41

000000000000 D0Oinstitutional review board: IRBO OOO0OOOO0OOO0OONIODOODOO
gobogoboooboobbooboobboobboobooboboobooboboobboobooon
gobobooboooboomweobgooobooobobooobbooboobobooobooboboobobooo
gobogoosgobooboboobboobbooborboobogobogbbooboooobogn
goboomwsUboooboooboooobooooboooboooboooboooboobboobboon
goboboobooobooboboobobooboooobooDb@moobboooboooboobboOdRs
gogogobooboooboobboobboobooobooboobooboboobobboobooo
ooboooooobooooboo0ooobooooboo0oboDooOOoOoDbOoOoOODDd4s cRR 8
46.107-1091]

......... 32,36,37,41,48,51




gooooo

O000000000000000O0OeodedD (HOOOOOOODOOODOODOOODOOODOOCDOOOOO
00000000000000000000000000000000000000000DOO00DO00DO0OO
0000000000000 000000000000000000DoooDoooooo@Euooooog
O00000000od0odUo0ooooooo0oo0odooooooooooooooooooogo
O000000DOO0000O0O0OOffice for Human Research Protections, Guidance on Research Involving Coded
Private Information or Biological Specimens,
http://ww.hhs.gov/ohrp/humansubjects/guidance/cdebiol .htm1]

......... 22,32,35,39,41,42,46,50,51

O0000000DOidentifiabled 1. ODO0000O0O0000O0O0O00OO0ODOOOOODOOOOOOOOOO
O00000000D0OD0DOODO45CRS 46.102(HM2. DOOODOODOODOODOOOOODOOO
0000000000000 00D00D0DOOO00dProtecting Personal Health Information in Research:
Understanding the HIPAA Privacy Rule, http://privacyruleandresearch.nih.gov/pr_02.asp[l]

......... 33,35,36,37,39,60

0000000000 00 individually identifiable health informationd 000000000000 000OO
00000000000000000000000@)000000health care provider(I0 O O 0O OO health
planlD 000000000000 0OOOhealth care clearinghouse0 0000 00000000000 (@O
00000o00odoodooooo0oo00oo0oo0ooo0goooooooooooooooooo
00000ooooooooooooooooooooo@ouooooooooooooaGooooog
00000000oo00oo0ooo0ooo0o00oo00ooooooooOoOooO4s CFR 8 160.103M

000 0OOprivate informationd 00000000000 000000O0O000OOOOO0OODOOOOOO
gobooobooboooboobobooboboobboobooboobbooboboooboobooo
O0DO00D0OO0ODOO0ODOO45 CRR §8 46.102(HM

19,22,36,50

O000000Ocollectiond 1. OO00000O0000O01000000000000OCNCI Thesaurus(I1]1 /7
O000RetrievallN0D 00 00002. ODO000O0DOODOO0O00O0OOOOODOODODOOMerriam-Webster
DictionaryT

O
O00O0OOimventoryll 1. 000000000000 OD00OCOOCOOODOODOOOCOOCOODOODOOOCOO
0000000000000 0000000000000000000000000000NI0000000
0002, 0000000 D00OO0DOOOOOMerriam-Webster Dictionary(ld

......... 18,19,26,27

O0000Osamplel 1. OOO00OO0OOONIOODOOOOOODOOOD2. O000OO0OOOCOODOOOO
O Merriam-Webster Dictionary[1]




gooooo

00000 0O3remnant human specimend] 000000000000 000000O0O0O0O00COCOOO0O
0000000000000 0OCGuidance on Informed Consent for In Vitro Diagnostic Device Studies Using
Leftover Human Specimens that are Not Individually Identifiable,
http://ww.fda.gov/cdrh/oivd/guidance/1588 . html (1]

......... 34

O0O0Oaccidentdl] CO0O0O0D0OO0O0OO0O0O0O0OOOO0ODOOOOOOODOODOOOOOOOOODOOOOONC
Thesaurus[J
......... 24

OOqualityd 1. O000O00O0O0O0COOOCOOCOOOOOCOOCOOCODOOOISBER 2005002,
gobogoboooboobboobboobbooNigobbooooooom

OO00OObestpractices] OO000O00O0O00OOO0O0OO0OOCOODOOOODOODOOODOOOOOOOO
gobogoboooboobboooNiobboobooooom

O00Odispositiond] 00000000000 ODOODOMerrian-Webster DictionaryT]
......... 24,31,40

O0000OOuwsecasedl O0O0O0O0O0OODOOOOOOCOOOODOODODOOOOCOOOOOODOOOO
gobogoboooboobbooboooboobboobboooNigooooooooom
........ 29

O0000informaticsd] OO0000000000OO0O0OOO00OOO0OOOOOOOOOOOOOOO
0000000000000 0DO0DO0ODONCE Thesaurusd

O0OD0Oprocessingd O000O000O00CO0OOCOOCOOCOOOCOOCOOOODOOOOOODOODOOO
0 ISBER 2005

0 0O specimen(1] /7/7/7 77 biospecimen/ 0O 0O 000

0000000 material transfer agreement: MTAOD 00000000000000000000C0O0O0OOO
gobgobooooboobobooboboobbooboooboobbooboooboooboobooon
goboooboooboobobooboboobboooboobooNobooboboooba

......... 23,32,40,41,42,43,50

00000000000 0dsilverlevel compatibilityd caBIGC"O0O00000000000000O00O0O0OO
00000000caBIGC"D 00000000 MO00000000000000000000O00000O0
0000000000000000000000000000NID000000000M 0000 caBIG™
Compatibility Guidelines[ https://cabig.nci.nih.gov/guidelines documentation/0 0000000

......... . 29,49

000000000 Odemographic datal COOO0O00O0000000OCOO0O0OOOOOOOOOOO
000000000000 OODOODOOnOONCE Thesaurus
......... e 17,22




gooooo

O00000ODOhonest brokerl 000000000000 OO0OO0O0OOCOOOOOOOOOOOOOCOO

gobgobooooboobboooooboobboobobbboobboobboobooobooooo

gobogobooooooboooboooboboooboobboobboobobooboboboobooon

gooooboooboo™ooooboobobooboboobboobooobooobooobogom
gbobgobooooboobobomuobboobbooboooboooboobboobboobooon
0000000000000 00OO00OC0OOOoODooOooagnNc ThesaurusM

OO00O0Obiospecimen] 0000000000 0OOOOCODOOOOCOOOW0DOOOOOOOOOOO
go00o0o00o@booo0ob0oo0obo0b0bo0b0bo0b oD b0 @M o0obob0Oo0 b O DNAM
gbooboooboooooooobooomobbooboobooboobobmoooooboboooooom
goboooboboobboobboobbooboboobboobbmoboobobooooboooboon
goboooboooboobobooboooNioobooobooom

0000000000 biospecimen-associated datall 000000000 00000O00O0OCOO0OOO
goo0oo0obooboboobobooboboobobooboboobobooboboobbooboooooonen
goooobooom

.............. 16,31,40,41,42,51

OO000O00O0OOObiorepositoryll OOOOOODODOODOOOOODOOOCODOODOODOODOOINC
gobogobooooboobbooboooboooboobboobbooboooboooboobogoon
gobooboooobooboboobbooboooboobboooboobDboobboobboobooo
gbooboobobobooooooooooboboboboobooboooooooNIDoobooooooom

......... 13

O000000DOmteroperabilityll 200 000000000000000C00OO0OO0CDOOOOODOOO
gobogooNiobooobooobm
......... . 14,26,28,29,49

O00tissuell OO0O0OOOO0OCOOOOOOOOOOOOOOOOOOODOOOODOOCOODOOOCO
goboboobboobboobboobooobbooobbooboooboobobooobooobooo
gobogobooobgobboooboobboobboobbobboobbooboobboobooon
goboooboooboobboobooobooobooboonibogboboobbom

.......................... 13,17,24,35,38,49

O
0000000000 00 Uniform Biological Material Transfer Agreement; UBMTAO 000000000
000000000000 0000DO0000000ONHODOO000O0DO0DO00O000000O00DO0DOO00O00
00 000OMaster Agreement[I1NCI Technology Transfer Branch Glossary,
http://tthb.nci.nih.gov/glossary.phplI UBBMTAD O O 00O OO0O0000O0O0DOOODOOOOAssociation of
University Technology Managers O O O O O O O http://ww. autm.net/aboutTT/aboutTT_umbta.cfmC O O O
oooo

......... 42,47,48




gooooo

000 0OOintellectual property: IPO0 OO0 0000000000000 0D0O0DOO0O0ODOOO0OO0OOCO0O
00000000000 000000000000000000000000000DOO00DOO0DOOo0oOOO
000000 0OBlack™s Law Dictionarydd

......... 29,42,43,48

OO00ODannotationd 00000000000 0O0O0OO0OOCOOOO0OCOOODOOODOOODOOODOO
gooooboooooNioboboobooobdm
......... 14,22,26,40,49

O000000Olongitudinal datall COOOO0000O0O00000COO0O0DOOOCOOO0OOOCOOONCH
googooooobdd
......... 22

OO0D000000DO00O0data 1. O0OODOOOOOOODOCOOOOODOOOOCODOODOO
gobbooboomboobobooboboobboobbooboooboooboooboooboon
gobboooboooboobbooobobooobooboboobbooobbooboboobooobooo
oboooooooboobobobooboooboobobobooooooboboboooooobOoDoona
gobogoboooO2. bgoboooboobbooboooboooboobbiioobooboon
O000000000000NCH Thesaurust

O0000O0O0OOcoveredentityld OOO45CFRE 160.1030000000000000O0O0CO0OOODOO
000000000000 00Ohealth planfD 00000 00O OO health care clearinghouse I 00000
O00000health care provider(T]

.............. 30,38
O00Oprocedureldl OO0OOO0OOOOCOOOCOOOCOOOCOOCOOOCODOOODOODOOISBER 2005
000000O0Oprocess validation studiesl 0000000000000 C0O0O00O0OCOOOO0OOOOO

ooooooooooboobOobOobDOnISBER 20050
...... 24

O0Opatentl ODOO0O0OO0ODOODOOOOCOOOOOOOOODODOOOOOOOOOOODODODOO

gobboobooobtbotb2oudmbgobboobboobooobooobooobooobboon

000000000000 00BIack™s Law DictionaryD DO OO O0OONIDOODOOOOOODMD
........................... 41,43,51

O000OOretrievall O00000000000000O0O0O0OOOOODO ISBER 200510
16,18,19,23,27

O

OOONHDOODONIOOOOmtramurald 1. NIHOOOOOOOODOOOOODODODODODOODOO
0000000000 000D00dNational Institute of Allergy and Infectious Disease, Glossary of Funding
and Policy Terms and Acronyms, http://ww.niaid.nih.gov/ncn/glossary/(112. 00O 00O O OO National
Cancer Institute0 000000000 O0ONational Institutes of HealthO O OO ONCIOOOOOOOODO
Om




gooooo

O
O0D00000O0Obiesafetydl 000000000000 00OD0O0O0OCOOODOOOOOCOOOOOO
000000@o0o0o0o00d0od0odooooooo0000@mOonoooooooooooooooon
0000000000000 000000ooo0o000o0o0o0DoooooodDOoDOooooood
O0000DoD0o0o0o0000@ooo0Dooooo0oooooooDooDoDnoooooooon
00000000U.S. Environmental Protection Agency, Terminology Reference System,
http://oaspub.epa.gov/trs/trs_proc_qrynavigate_term?p_term_id=1317&p_term_cd=TERMIT]

......... 24,25,26,48

000000000000 Obiosafetylevell OO00O00000000O000O0DO0ODOOO0OO0OOCOOCOO
0000000000000 00000000000000000000000010BSL-1000000000
0000000000000 00000000000000000020BSL-2000000000000000
0000000000 o000ooDoooooooooooooDoDoooo0D0Donoooooon3BsSL-3000
00000000000000000000000000000000000000000O000O00O00Og
040BSL-4000000000000000000000000000000000000000000000
0000000000 00000000000000D00O000OCenters for Disease Control and Prevention
Special Pathogens Branch, Glossary of Terms, http://ww.cdc.gov/ncidod/dvrd/spb/mnpages/glossary.htm1]

0000000 0ODbiochazardd  biological hazardd OO0 OO O00O00O0D0O0O0O0O0O0OOODOOOOOOO
000000000000 00dOccupational Safety and Health Administration,
http://ww.osha.gov/doc/outreachtraining/htmlfiles/hazglos._html[1]

......... . 21,24,25,26

O0O0Odisposaldl OO000000000000D00OO0O0OO0ODOODODOOOOODODOONCIOOODOOODOOO
gm

......... ... 24,31,51

O00distributiond 1. O0O0O0OO0O0O0OOODOOOOOOCOOOCOOOOOOODOOOOOOOOOOO
gogbbooboooboooboooboooboobboobboobbooobooniboobboon
002, O00DOO0O0OO00O0OO00OO0O0O0O00O00O0NCH Thesaurust

...22,26,27,28,31,40,42,50,51

OO0Oinventionl O00000000000000O00ODOOO00OO0O00O00COO0OO0OODOOOOOOartd
0000000000000 mooo0Doo0Do0oo0ooooooooooooooonog
0000000000000 00O00OUnited States Patent and Trademark Office, Glossary of Terms,
http://ww.uspto.gov/main/glossary/index.-html#ONCIOD O 0000000000 DOOODODOOOOOOO
00000D0D00Do0Doo0Do0oo0Doo0Do0DoooooDoooooon

........ 42,43

000000000 parafinrembedded 000000000000 000MMOO000OOCOOOMINCI
gobogobooom




gooooo

00000000 universal precautionsd] CDCO OO OO OO Recommendations for Prevention of HIV
Transmission in Health-Care Settings” [0 Universal Blood and Body Fluid Precautions” OO0 0O Universal
Precautions” 000 0000000000000 O0DOODOODOOD0O00OODOODOOOODOODOOOOOO
O0000000Doooooodiv@meOOOoOoOOoOvOODOOO0oOO0000000000noooooon
0000000000000 0000000000O0000DO000000000O00DO0DO0ODO00O000D0O0
000000000000 000000ooDooDoooooooooooo0oDoD0DoDooooooDon
00000000000 00OVOODOO00O000O00DOO0O Perspectives in Disease Prevention and
Health Promotion Update: Universal Precautions for Prevention of Transmission of Human Immunodeficiency
Virus, Hepatitis B Virus, and Other Bloodborne Pathogens in Health-Care Settings,”
http://ww . cdc.gov/mmR/preview/mmwrhtml /00000039 htmT]

......... 25

O0O00humansubjectdl 00000000 O00000OCOO0@UOOOCOOOOOOOOOOOOOCOO
OO00o0@UuooOoooOooooobonoooboobobo0oboOoDobobo0o0ob0OnOd4s5CrRE 46.102(HM

000000000 OObiespecimen resourcell CDOO00000000000OOOCO0OO0DOOOOOOOO0O
gbobgobooooboobboobbooboooboobboobboobooobooobooboon
googobooooboobboobboooboooboobooooNiobboobooob

00000000000000000000biospecimen resource informatics systeml] 000000000
gobogobooooboobobmoooboobooobooobooobmoobboooboooo
goboooboooooNioboboobooobodm

......... . 17,22,26,27

0000000 SOP standard operating procedures: SOPs 0000000000000 O0OOCOO
000000000000 000000000000000000DO 0000 O3 Merriam-Webster Dictionary(1]
......... 14,15,17,18,19,23,24,29

00000000SoPO 00 00O M standard operating procedures manual: SOPs manuald 0000000
0o0o0o0oodoooooooooooooobooooonNiooooooboooom

00000000 Common Data Elements: CDEs 1. COEOOOOOOOO0OOOOOODOOODOOODOOO
goobobooooceEDdboboobobooboboboboobobboboooobobboobooobceenbon
gboobobooboooboooobobobooooobooboooocengboooobooobobonooon
gobgoboooobooboboobboomboobboobboobboooboo0obo0nebEsm O
OOcommon(D 00 00caBIC"I D0 000cadSROODD OO DO0ODOO0DOODOODODISK/IEC 1117900
gbobobOoceD 0 boooooooooobobobooooooboooboNIicboboboboo
2. J00O0DOOODOOCOOO0ODOO0ODOOU0DOO0ODOO0ODOO0ODO0OOO0OOO0OO0OOgnNC Thesaurusd

......... 21,28,48

O0000OOqualitycontro: QCO 0000000000 OD00O00O00ODOCOOO0OOOOOOO0OOOOOO
goboQaubbosObOooobooobooboboobobooobooboboobobooboboobobooo
gobgobooooboobbuoobboobboobooobooobboooboobbbooobobon
gboogoboooboobboobboobbo0obOooOn ISBER 200500

......... 20,22,23,24,26,27,32,48




gooooo

00 000Oquality assurance: QA 00000000000 000D00OOCO00O00DOODOO0O000O0C0OO
gbobgobooooboobboobboobbooobbbooobooobooobboobooobobon
googoevwsh oo O ISBER 2005011

......... 20,22,23,24,26,27,32,48

O00O0ooDoooQMSO 000000 quality assurance: QAN 0000000
........ .. 23,48

O0000O0Oprvacyd 1. OOO0OD0DOOO0OOOOOOOODODOOOOOOODOOOODDOOOO
00000000 0Black™s Law Dictionary(112. 0000000000000 0O0C0OO0DOODOOOOOCOO
mnininininininpn/ninineninpningnininininninininininninpningninpninpninininininin ningninpninpnln
OO OdONCI Thesaurus[

OO00000OOproteomicsl OO0OO000O00O0O0OCOOOCOOOCOOCOOOOOOOOOOODOOO

gobgobooobooboboobboobbooboobboobboobooobooooboobooo

000000000000 000DO0DO00O000D0000000bO0DO0D0000DOOEisemanetal. 20031]
........ v 26,40

........ 13,14,17,18

O00Oalquotd OOO00OO0O00OO0OO0D0OOCOCOO0O0OOOOOODO20000000000000000
0010 0ONCI Thesaurus[T]

......... 18,19,23,28

O0OD0OOpackagell 10000000000000C0CODOOCODOOOCOOOOOOOOODOOOOO
OOoo0goDOISBER 2005011
......... 20

O0O0Ostoragel 1. OO000000000OO00OODOOOOOOISBER2005(102. OOODOODOOOCOOOO
O O Merriam-Webster Dictionary[T]

0000000000 protected health information: PHIO 0000000000000 000O0OCOOOO
00000000000 DO00000D0DOO000000ODO00000D0DbOO00000 Family Educational
Rights and Privacy Act0 00020 U.S.C. 123290 0000000000020 U.S.C. 12329(a)(4)(B)(iv)O
0000000000000 000000000000000D000Do0Do0oo0ooOoOPHICODOO
0045 CFR § 160.1030

......... . 28,30,37,38,48

OO0Opreservation] 1. 0000000000000 0DO0DOOODOOOOODOOOOOOOODOOO
O0000000000O0O0ISBER 2005(102. OOODOOOOOODOOOMerrian-Webster Dictionary
......... 50

O
000 (nomenclature) 0000 0000000000000 OONCI Thesaurus(]
......... 14

10



gooooo

O
OO0OOprevalencedl 00000000000 O0OO0DOOODOOOODOOOOOODOOOOOCOOOOOOO
0000000000 incidenceld O OO OOONCI Thesaurus[

......... 40

O00container] 1. 1000000000000000000OCDO0OO0OO0O0OO0DOOOOODOOOOOOOO
000000MDoOo0ooooooOoOoO0000dd0d0d0ogoOoooNIooooooooogm?2. 0d
0000000000000 ONCI Thesaurus]

......... 18,19,25,27,28

O
O0O00Olabeld O0OOOCOODOOOCODOOCODOOOCODOOOCODOOCODOOOCODOOOO
O ISBER 2005

......... 20,21,23,27

O00000000ODOreachthroughrights COO0000000000COOO0O0OOOOO0OOOOCOO
gobgobooooboobbooboboboobboobboobobboobboobooobooooo
gobogobooooboobboobboobboobooobooobooboooboooboobboo
goboobooboboobboooboobobooboboobobboboobobooboboooooboobboOoo
gobgobboobboobooobooobooboboooboobobuoobboobboobboobo
gobgobooooboobbooboooboooboobbooboooboobboooboobooon
gNCiIiDOooooooooom

......... 29,42,43

O0000O0O0Ostakeholderl OOOOO0O0OO0O0OCONIOOOO0O0OOOO0O0COOO0OOOOOOOOOCOO
ooobooooooobooboboboobooboooNicobooboobobm
........ 15

000000 conflict of interestl] 00000 OPublic Health ServiceD OO OO0 OO00OO0OOOO00OOOO
O000000O00DOOo0oooOoDoogosignificant Financial InterestC 000000000000 OOOO
gobboobooboboooboobobooboboobbooboooboobooobooboboobboOoo
goooooooooOoooOooOooOoooOooOOooOooooDoooMoboobDooDooDboo
@QUUOOO0Ooodooooodoo®Uuoodoooob®ooooooooboooooooooogooo
OO00000O0DOoDOOoG)LooOoOob0o0oooODoO@GLoboDoboobooobobbDoDOobDOon
0000000000042 CFR &8 50.605[1]

......... 32

O00O0OOchnical researchl] 0000000000 0O0O0OOOOOOOOOOOOOOOOOOOOCOO
O0000o0ooooooooooOoOoObObObODbODOO0O000O0O0O00OLOO0O0O0O0DOOOObODbODOOO000o
OO00000ONCI Thesaurusld

......... 27,33,39,49

O000OOclinicaldatall 1. 0000000000 OO0ODOO0OOOOOOOOODOOOOOOOOODOOO
gbobobooboboboooboobooooobooooNIimboboboboom2. boooooooo
OO00O00000O00NCH Thesaurus

21,22,27,28,32,35,36,37,39,40,49

11



gooooo

00000000000 Ouwnidentifiabledl COO0O0000O0O0O0O00O0OO0OOOOOOOOOOOOOOOO
0000000D0oODooO0OmobObODbOo0O00000000000000oobDoOobOoObObODbOO0O0000ooo
O0000O000Eiseman et al. 2003

000000 Code of Federal Regulations: CFRO 000000000000 00OCO0OO0OOOOOOOOOO
O0000000000000000000Black™s Law Dictionaryl OO OO 00
http://ww.gpoaccess.gov/cfr/index.htmlO 00 OO 00O

12



F X

gbobgoboboboboboboooooooobobobobobobobobobon
gobogoooooobooobooobooboboobooboooobooboooboooboboobooDboo
uboboobobobobobobobobooooooooobooboboboboboobono
gboboboboboboboboboboooooooooobobobobobobobobo
boboboboboboboboboboobooooooboboboboboboobobo
O000000DOOCO00000DODCOOO00O0O0bODODOOconsistencyD00O000OO00OO
vobogbooooboooobooboobooboobooooboobooboobboobOooDboo
ubobobobobobobobobuobooboooooooboboboboboboobobo
gboboboboboboooobooooobooboobobobobobong

0000000000000 O0D0OOO0OOONational Cancer Institute; NCIDOOOOOODOO
000000000oO00oO00oo0oodooooooooOooooDoooDoooOoooDoog
0000000O000O0o0O00bOoO0b0oO00DO00oDOO0DObO0ob0DOO0DOOO0DOOgnD2002
OONCIDODOO0DOD0O000O0000000000 Community forumD DO OO0 OODO2003000
“ National Biospecimen Network Blueprint[J 00 000000000007 O “ Case Studies
of Existing Human Tissue RepositoriesJ 0000000000000 000 00000
O000ONIDODO00000000000000000000oo0oooooooooot2n
odboobboobobooobbbogboooboob o000 D U0 b OOD D204
0020050 ONCID 000 00O DO OO Biorepository Coordinating Committee ] D 0 00000 OO0
BCCO U OO DO OO OOffice of Biorepositories and Biospecimen ResearchD 00 00O OO OO
O000000O000O00bOOoOobgoerROODOOODOOBCCOODODOOOBBROODODOOODOOO
00000000000 00O0O00O0OOoooeccOcOOnoOoOonooBBROOOOOODonoooonod
ooodoobooboobobooooboooooDooboooONIDODobODobobobooooDbo
O00O0000O0OooOoOoNID0ODooboOooboobo20b00obooboboooooooDoog
0000000000 00000DO20500000BBROBCCOOOOODOOODOOOD200000
gobooboooboooobooboobbogboboooboobooboOobboobDUooDboO
00000000000 00000000000000D0000OD0dunifydODOd integrate
OO00OOimprovel0 00000000 DOOO0ODOOODODOOODOOOOOOODOOOODODOOODOO
go0bO0o0boO0oooOOoobOooooboo0bOOo0obOoooOooboobOoOOobObOOoooDoooDoO
000000 Harmonizing Processes and Policies for NCI-Supported Biorepositories/]NCI[I
ooooooooooooooooooooooooor*o0oo0o0oo0ooooooon
00000020050 000 “ First-Generation Guidelines for NCI-Supported Biorepositories
oNxIioooooooooooooooooooogrooooodooondonD2o060 40 280 0
OO0O71FRR251840000NCIOBBROOD OO O0OO0O0OO0O0DLOO0bOODO00oooboooDoo
0000000000000 000O00DO000O00O000O000O0000O00O Nl Best Practices for
Biospecimen Resources 7 OO0 OO0 0000 O000000000000000000 NIOO

! http://biospecimens.cancer.gov/nbn/blueprint.asp
2 http://biospecimens.cancer.gov/nbn/rand.asp
® http://biospecimens.cancer.gov/biorepositories/bcc_summary.asp

13



000N Best PracticesJ June 2007” D 00000000

gogboooobooobooboobogobobooobooboobooobooboooboooDo
gobogobooboobooooboomooobgbooooboooboobooboboobooDboo
gooNciooooooooooooooooooboboboboboboboobobobobo
gobogooboooooboooboobooboboobooboooobooboobobooboboobooDboo
boboboboboboboboboboooooooooobooboboboboboobono
gboboboboboNioobobobobobobobobooooooooobooboobooon
goboobooobooooooobooboobooooboobooboooNIDoboo

NCIDODOOooOoooooooooooooodooooooooooooooooooooog
0000000o00oo0oooooooodoo0oooU0DoooDoOoooDOoOoooOooDog
000000000000 000000000000000000000000D0000000g
0000000000000 0000O0000OO cancer Biomedical Informatics Grid: caBIG™D
0000000o00oo00oooooooodoooooooooooooooooooooog
00000000 000caBIG"I 00 0000000000000 0O0O000OD0O000O0O0OO0
0do0o0d0ooO00ooo0oooooooodooooooooDoooDoOoooOoooDoooog
0d00000o0d0ooo0oodoo0oodoo0ooooooooooooooooooog
00o0o000ooO0oooooooooooodoooooooooooooooooooooog
0000000o00oOo0oooooooo0ooooooooDoooDoOoooDoooOoooDoog
000000000o0o0ooooooo

00goooNiDgboooooobooboboobobooobo0b oo booobDoLoDbOoO
gooNcigoooooooooboobobooboboboboobobobobobobobo
gbobobobobobooobooooooan

spvgboooboobogoooooooobogooobobooboobobooboboobooD
uboboooboobbooobooboobboobouobooobbooboooboooobnoo
Biospecimen Research Network DO D0 0000000 OOOBRNO O OO D OOOBRNO OO OO
goboooboooobooobobooNHObO0ooobOoboobooboboooboobooDboo
OOOBRNODNALRNAU DO D OOO0bOobobooooooooooboboooboooobgonog
gbobobobobobobobobonooooooooobobobooooeRNDOnbognDo
gbooobooboboooboboooobobooooboboooobOobooooooonNe
gbooooseNbDuonoonoooooooooooooooooooobobobobooooboonoo
goboobooobooboooboooboobobooboobooboobooboobboobooDboo
bobobobobobobuobobooooooobobobobobobobobo

000000000 oooooobobooobooOoObOoO00000000ooooooooooDODO
000000000000 0000000000000ONational Institutes of Health: NIHO

* http://cabig.nci.nih.gov/
® http://biospecimens.cancer.gov/sciences/symposium.asp

14



0000000000 dDepartment of Health and Human ServicesO OO OO OO0 OO ODONCI
O000000ooooo00oooooooo00ooooooooo0oooooooooOogg
googsoPO00D00DOOO0O00O0BRNDODOOOONO0ODDODDOODO0O00OoooDoooogg
ONCIDOO0O0O00D0D0o0o0o0ooooNIDDoD0oooooooooogooooooooog
O00000ooooooo0ooooooooo00ooooooooo0ooooooooooon

goboobooooboooooboooon

15



A.

A.l1.

A.2.

A.3.

B.

B.1.

KEELAABER ENEMERRERSZD-HORBEER
0000000o0o0o0o0on
od

O000000ooooo0o0ooooooo0ooooooooo0oooooooo
000000000000 00000000D00000000D0DDO0O000000oDo0O00
00000000000 D00DOgood laboratory practice: GLPO OO0 O OOODOOOODO
000000000000 000000D00D00000000ODODOO00000o0oDoO0O
000000000000 000000000000000000000000o0oDoooo
O000000ooooo0o0oooooooo0oooooooooooooooooon
00000000000 000000000000000DO0ODO0000000

good

goboobobooooonigoboooooobooboooooooooNnioboomoo
goboooooNncigoogoooobooobooboboobooobooboooboo
gbobobobobobobobobobobooooooobooooban

oo

A.3.1. O00O0O0DOODOOO

NClO 20070 000 000000000000 00000MbDODOO0o0o00ogon
oobooobooboobobooobooboNIibooboobooboooboNc
gbobobooboooooooooooboboboboboboobobobgan
goono

A3.2. 00O0OOODOOOOO
gboboboboooooooooooboboboboxcibobonbonbon
gbobobooboboo

gobbooboboooobooboa

gobooooooooboobooboooobooon

gboboboboboboboobobooooooobobobobobobooboboon
gbobobobobobobobobooooooobobobobobobobobon
gboboboboobobobuoboboooooobobobobobobobobob
gboobooobooon

16



B.1.1. OO0OOOObOUbOUOOOO

B.1.1.1. 0OOOOO0OO0ODOOODOOODLOOOOOOOOODOOODOODOOD
gboboobooooooobobooo

B.1.1.2. 0D0OO0OUOOOO0OODODODOOOOOODODDODOODOOdemographicdO O
gboboboboboboooooogo

B.1.2. ODO0OO0ODLOO0OOOOOODOO

gbgbobobuooooogoooobobobobobobobobobab
gbobobooboooooooooooboboboboboboobobooban
000000000000000000000Eiseman and Haga 199901 °0J

B.1.2.1. U00OO0ODLOODOOLOOLOOOLDOObDODOODOOOOOObLObLODbODO
gobooboooboooooobooboooboobbooobooon
gboboboobooooooooooobobobobobobooobo
gboboooboooooooooboobobo

e 00O DOUODODODOODOODOODODODLODLODODLOODO
goboobogooooboobooboobobobobooboo
gboboboboboooooooobobobooono

e 00U DUODODODOODLOODLDODODODLODODODODLO
gobooboogoooooobooboobooooboooon

B.1.2.2. 000000 O0O0ODOOOOOODOODODLODODLDOODObDDODO
gboboobooboooooooboobobobooboon

B.1.3. ODO0O0ODLOO0OOOLODOOOLODOOODOO

gobooobooobogooooobooboobbboobooobbooboboo
gbooboobobooooooooooobobobobobobooboboobgan
gboboobooooooooobmoooooooboobobobobobobo
gboboobooooobomobooboboonooooobooboobobooobonbog
gboobobooooooooooooobobobobobobobobobon
gbobobgbooooooboooobobobobobobobobobab
gbobobooboooooooboobooboboboboboboobobooban
goboobooobogoooooboobooboobooboboobooboboo
g

B.1.4. OOOOOOO

gbobobgbooooooboooobobobobobobobobobab
gbobobooboooooooboobooboboboboboboobobooban

‘NCIOD00000000000002000000000000000045 CFR Part 46 Subpart A
gboobgbobooooboboboobgoboboonoobo

17



gbogbobgbuoboooooooooboboboboboboboboboab
O0000D0D0OO0O0OORNAODNAD OO DOODOOObODOOoOoboooseP,0og

B.1.4.1.

B.1.4.2.

B.1.4.3.

00d00ooOobOooDoooooooooooooobOobOoboooao
dodoDdodoDooodooooooooooobOobOobOoogoa
0000O0o0oOooDoooooooooobOobOobOobOobooooo
000DO000D0O0bOOoDogsoPO0d 00D ODODOdd International
Society for Biological and Environmental Repositories [ISBER] 2005,
Mager et al. 2004[1J

gobooboogobooooobooobooboobobobobooboon
gbobobobooooooooooboboboboboobobo
gboboboobooooooooooobobobobobobobo
gobooboooboooobooboboobooboobboooboon
gbobooboboooooooooooboboboboboboobo
gboboobooboooooooooboobobobobobobobo
gboobooboooooooboboooo

00000o0oDooo00oooooooo0oooooooooogo
000000oo0oo000o0ooooooo00oooooonooooog
00000000000 Hayes et al. 2002, 1SBER 2005, Holland et al.
0@ /OoooOooooooo0o0ooo0ooooooooooooon
00000000000 000o0ooooo0oooooon27roo00gg
oo0ooooooooogpgoooooooooooooooooog
000000oDoooo00oooooooo0oooooooooOoog
000000ooo0o000ooooooo0oooooonoooogog
00000000000 0000D000OHayes et al. 200200000
00000oooooooogpogooooooo0ooooooooogg
O0o0o0ooooooo0ooooooooooooooooooog
00000000000 DO000000D000000DO ISBER 200511
00000000000 ooooo0ooooooooooooog
000000000 00o0oDoo0bO0obO0oooooooDOoonod
oooog

0000000000000 00DO0O000DDODOO Caporaso and
Vaught 2002, Grizzle 20040 00000000000 DOOOOOOO
O0oo0ooooooo0ooooooooooooooooooog
000000o0ooo000o0oooooo0ooooooooogg
00000o0ooooo00o0ooooooo0ooooooooogg
O0oo0ooooooo0ooooooooooooooooooog
000000000000 00oooooo0ooooooooogg
0000000000 000ODOdC Caporaso and Vaught 200210 0 O O

18



gbobobobuobouoooooooobobobobobobobo
OOo0O0OO00Db0O0OO¢Grizzle 2040000000 OOCOOODDOO
goboobooooooobooobooboobbobboobooon
gbobobogboooooooboabobo

B.1.4.4. ODU00OO0OO0OO0OOOOOOODOOODOOOOOOODOOODOODOOD
goobobooboooooboboboooobobooboooobobobooon
oooooboobbooboboooboodnbconfidentialitytD OO0 DO
gboboboboboooooooobobdoboboboboobo
gbobobooboooooooboobobobobobooboboobon
goboooboogobooooboooboobooboobboooboon
gboboboboboboooooooooobobooban

B.1.4.5. DO0OO0OO0OO0OOUOOOODOOODOOOODOOODOOODOOODOOODO
goddoobodooobodooobuoooooooobouooon
ooddooodoooodoooboooooooooobooooon
00000000 0D00OdFriede etal. 2003, Landi and Caporaso 1997,
Caporaso and Vaught 2002, Eiseman et al. 2003[1]

B.1.5. OUODOODOODO

B.1.5.1. 00000 OO0OO0O0O0OO0OO0OOODOODDOODOOODOOOOSoPOd
gboobooboooooooooon

B.1.5.2. 0000 0OOOODOOODODODOOOOOOOODOOOODOODOO
ddooddoodooooodoooooooooooooooooon
0000 Landi and Caporaso 1997, ISBER 20050 000000 ODO0O
ddoodoooooooooooooooooboooboooooooon
00oO0ooooo dry shipperD 0000000 O0DOO2008000
dodoooioooodooooooooooobobooboooooa
d0o00o0oooooooooooooooe0oooooooooon
doooooooovvodooooooobobobobobooooa
0000d00D0o0oo0oodooooooooooooOoooooon
d0dDoooooolis0ooooooooooooooooooog
00D0OO00DOO000O00D00O0OISBER 20050 00 O000DOO0ODOO0O
ddodooooooooooooooooooooboooooooon
0d0000oo0oo00o0oooooooooooD4000000
0000000000000 00D0000DOISBER 20050000 OO
ddodooooooooooooooooooooboooooooon
O OO ISBER 200511

gooboboboooooboobooooboboboooobobobooaon
gboboobooboooooooooooboboboboboboooo

19



B.1.5.3.

B.1.5.4.

gobooozrogoogooooooooboobooboobobooooboooon
gboboboobobooooooooobobobobobooboooboo
gobooboooboooobooobooboobooboboooboon
gboboboboboooooooooboboboboboobobo
gboboboboooooooooobobobobobobobo
goboobooboooobooobooboobobo

Doogoboobooboobobobobooboobooboooboo
gobodobuooboobboobuoobooobboobboobaoon
gbobobobooboooooooooboboboboboboobo
goboooboogobooooboooboobooboobboooboon
gboboboboboooooooobobdoboboboboobo
gbobobobobooooooooobobobobobobobo
gobooooboobooobo

goob bobobooooobomuoboooooooobobon
gbobooboobooooooooooobobobobobooboooo
gbobooboboooooooooobobobobobobobo
0oobob0obobO0ob00O0O0OOIseER 20050 00D 0DbObDOO
ooooooo/OO00OO0O0OoOobObOOCOOoO0Ooomobooooooo
gobmoboboobooboooboogooobooboobooooo
gooboooboobbogooobooboobooboboooboboom
gbooboobobDobDonooooooonon ISBER 200501

gboboobooboooooooooooboboboboboboooo
gboboboboooooooooobobobobobobobo
gbobobobobooooooooobobdobobobobobo
gboboobooboboooooooooboboboboboboobo
gboboooboooooooboobobobobobob20bo0on
gboboboboooooooboobobobobobobobo

gboooboobooboboooboobgooboobobobooog
gboboobooboboooooooooboboboboboboobo
god

O0O00o/00000QM/CO00O0DODOOO0OO0OooboDbDbOOoboOoOOo
oooooooooo0oOooooobOobOOoouoOoonbnOEisemanetal.
20030

gdddooodo gooooooooooboboboooooooood
O0O000DDO0OOISBERO International Society for Biological and
Environmental Repositories0 0 00000000 OOOOO0OO

20



B.2.

B.1.5.5.

O International Air Transport Association: IATAOD OO OGO QOQOQO
00000000000 00ooooooo0oooooooooogog
000000DoDooO0o0O0o0oooooooooooOoooooOoooo

Oo0o0o00Doo0oooooooooooooooooooooon
0000000000 Occupational Safety and Health Administration:
OSHAO O OODOOODOO O0OO0ODO0O29 CFR 1910 Subpart ZzO OO
ooog

U0 OobobOoboboooooooboboobobobobobo
00000000000 ISBER 20051

oooopooooooon

gbobobobooboboboboooooobobobobobobooboobobDon
OU0DbO00b00O00bO00obD0o0bUOoUObUOOEIseman et al. 2003l 000 0O00DOO
gboboboboboboboboooooobobobobobobobobobon
gbobobobooboboboboooooobobobobobobooboobobDon
ggbogoboboobooobogooboooboooooboobooboobobobobooDboo
gbobobobobobobobobo

B.2.1. OOOODOODO

B.2.1.1.

B.2.1.2.

B.2.1.3.

B.2.1.4.

B.2.1.5.

gbobobobobobooooooobobooboboboboobo
goboobooboobbobboooboobooboooboognc
goboooooboooooboboobooboobobooobooon
gbooboboobog

O000D00000D0OFood and Drug Administration: FDAOO O OO OO 21
CFR Part 1100 00FACODOO

O http://www.fda.gov/ora/compliance_ref/partll/0 0000000
000000D0Do0o00oooooooo0ooooooooooog
00o00oooooooo0oooooooooooooooooooog
oo0ooooo

googoooooooooogoooooooooooggoooo
OcaBIG" O OODOOONOO common data elements: COESO OO0 DO OODO
ggg

gboboboboboboooooooooobobobobobo
gboobooboobobobooooooobooooboaoboooboooon

gbobobobobooooooobobobobobobobooban

21



B.2.2.

B.2.3.

B.2.1.6.

gbobobobuobouoooooooobobobobobobobo
gboboboobooooooooobooboboboboboonboo

000000ooooo00oooooooo0ooooooooogg
00o00ooooooo0ooooooooooooooooooooog
000000000000 0O0O0Dooooomce.2. 000000
00oooopooopbogooc3. 0ogoooooooooomooon
0000000000 0000oooooogwsdooooooon
0000000000000 00Health Insurance Portability and
Accountability Act of 1996: HIPAADO O OO ODODOODOOODODOOU.S.
Department of Health and Human Services: DHHSO O 0O O O FDAD O O
00000o0ooooo00oooooooooooooon

gboopooood

B.2.2.1.

B.2.2.2.

B.2.2.3.

B.2.2.4.

B.2.2.5.

gbobobobobobooooooboobooboboboboobo
gboboobooboooooooooooboboboboboboooboo
goboooooooo

gboboboboboooooooobooobobobobobo
goboooboobooboooboboobooboobobooobooon
gboboobooboooooooooooboboboboboboooboo
gboboobooooooooooooobobobobobobobo
gboboobooooooobooboooo

gbobobobobobooooooobobobobobaobobo
gboboobooooooooobooboobobobobobooboooboo
gobooobooboooobooboboobooboobbooboon
gbobuobuoooobogbobobobobobobg

goboobooboooooboooboobooboobobobooboon
gboboboboboboboboboboboboboooooon
gbobobobobobobobobobon

gbobobobooboooooooooboboboboboboono
gobooboooooooooooobboo/0bbbobboooboobon
gbobooboooon

gbobooboobooboooboon

B.2.3.1.

B.2.3.2.

gbobobobobooooooooobobobobobobobo
gbobobobooboboboboobooooooobobooboon

gboboboboboooooboooobobobobobooboobo

22



B.3.

gbobobobuobouoooooooobobobobobobobo
gbobobooboboobooboooooooooooobogooce.2. 0o
goboooobooobooboooc.3. popbooooooooootm

Ooooov/00000QA/QcO

O0O0O0OoOoooDpOoOooboDboO/ecoooooooooboooooogooooDoooo
ooooobooboobbooa/cboooboobboooooobooboboooog
gboboobuooooooboobobobobobob

B.3.1.

B.3.2.

gboobooood

goboooboogooooobooooboobooesbboooooobooboooooo
oobooobooooooooooesoooooewsooboooooooooon
oo/ ooouooobouobobobooboobooboobooooouobobo
OO0OO0OO0OD0ISBER 2005000 0O0000O0O0OO0OODO0O0O0O0O0ODO0O0ODOO

e 00D OODOO

e U0 UOOODOODODOOOOOOO
e O OMD

e 100U

e SOPU OO

gboopoogogsoeednoogn

goboooooobobooboooboobooobooboobooboobsePObnog
gbooogoog

B.3.2.1. U0 ODOO0OOO0ODOOOMOOObOODODOOsSPOOObOODODODO
gbooogoog

00000000000 0DoD0D0000DO0ooO0obOobooooooag
oooooon

00oooboooooooo
goboodbboobooooboooboobbooooo
gooooboooooobooobooboobbooobooooDooo
0000000 material transfer agreements: MTASCO 0 O OO0
oopoooobog

0ooooooooo
000000o0o0oooo0oooobooooooooooon
0000000000000 00DO0O0ODdStoneburner et al. 20020
00000000000 0oD0oDO00O0O0oobOOobOobOoooooo
gobDoooboooooooAa/Qcubouonoog

ooooon

23



B.4.

B.3.2.2.

B.3.2.3.

B.3.2.4.

gooooooo

gbobobuoboobogboobobobobobobobobob
gboobooboobooooooon
gobogoobogooooooooboobooobobooobooooDo
gbgbobobooboooooobobobobobobg
gbobobobobooooooooobobobon
ooooooaech ooooooooooooogoo
gboboobobooboobooooooooood
gboooooboooooogo
gboboboboobooboobobobobobobobonboon
ogoooooo

OO0 OO00oOOOOoOoOooooboDbOov/ooooavocoboDbobooooo
gobooboobogoboosep0bbgboboobooboobon
gobooobooboooogosepogbbooobooobog

U0 0Ooboboboboobomobooboboboooosoepdng
OgoverningI O O0O00DOOCODOOOOOOODOOOOOSPOOO
gboz20b010ooooooooooobobobobobobobo
gbobobobuoooooooooan

gbobooooooobog gobosepobobOobOobOobOOOonod
gbobobuobuoooooooooobobobobobobobo
gboboobobooooooooooobobobobobobobo
oo

000O0000O00ooOoooOoOoooO0ooOooDOoooOooboOOoooDOoooOoOooDoo
goboobbooobooobogobobooboooobooobooboobbDoLobDoUoDObOO
g0b0obobOoooooboobooOoboooobOooboobooboboobooDoo
0000000000000 0oOoooooooonaerizzle and Fredenburgh 200100 O 0O O
goboobboooooobogoobooobooooboobooboobbDoLobDooDoboo
0000000000 O00o0ooOoooog

B.4.1. OO00OO0OOOOOOODOO

B.4.1.1.

000000oooo0o00ooooooo0ooooooooogg
O000000000000000000Grizzle and Fredenburgh 200111
OSHAO Occupational Safety and Health Administration O O O 29 CFR
§ 1910.1030(HOOO0DODOOODOODOOODODOOODOOODOOOOSB
00o00oooooooo0ooooooooooooooooooOooo
000000Doo0oo000ooooooo0ooooooooooog
00000oo0oooo0oooooooooooooooooooog

24



B.4.2.

B.4.1.2.

B.4.1.3.

J000o0obooboOooooooboosHAbobboDobboooboooo
0oooooooooOoooOooboOooboobOoDOobOoOoooooon
gooooboooboouobooobooboobbooboooboooo
JodbooobooooooDoboobobOobo20000bDOobOoo
00oDo0oo@uoooooo@oooooooooooooooon
gooobooboboboboboobooboobobobobooooog
0000000000000 00O0DO0D0OoDOooOooDgoecerizzieO
0 O FredenburghJ 20010 0 0000000

0d0D00d0oodood0ooooDoooooooooooooonoooon
d0dboooooooooooooooooooooooooooon
O0O0O0O00D000000Centers for Disease Control and Prevention:
ChC O /NIH O O 0O * Biosafety 1in Microbiological Biomedical
Laboratoriesd 000000000000 ODOOOODOOODOOOOO
OO0D0O0d" OBMBLOIDOCDC and NIH 19990 0 0D OO0 O0O0OODODOOO
00000000000 00000o00o0oooOooooooooon
dooooooz2oBSL20000000oooaoBsL-20000000
do0oD0doOo0o0DoOoooOO00oDoopooOooesL-20000000d
ddooddoodooooodoooooooooooooooooon
dodoDoooooogossAD 00 d0UoUoOoUOoUoOooooooOon
JooobooouonbooOobDo?29 CRR & 1910.10300BMBLO 0 DO OO
ddoddoooooooooooooooobooooooooooon
0000000o00oo00oo0ooooooooooooooooon
ddoodoooooooooooooooooooobooOoooooon
0d0ddoo0oo0ooooooooooooooooooooon
ooog

O0D0O0O00D0DOOOONIH Guidelines for Research Involving
Recombinant DNA MoleculesO O OO ODNAO OO OODOOODOOODODO
ONIHOODO

O http://www4.od.nih.gov/oba/rac/quidelines/guidelines.html O O
O oOcbcO“ Additional Requirements for Facilities Transferring or
Receiving Select AgentsOD 0000000000 DOOOODOOOOD
00" 042 CFR Part 200 00000000000

gobooboboooooooDo

B.4.2.1.

gboboobobobonoooooooboboobobobobobo
goboooboobooooobobooboobooboboooboon
gogobooobooooboboboooooobobooooboobobooon
gboobooboooooomse4.l. Dobobobobobobobo
goooocee/NHOooonom

25



B.5.

B.4.2.2. DO00OO0OO0OO0ODOOODOOODLOOOOLOOOOLOOODOOODOODOOD
gboboboobobooooooooobobobobobobooboo
goboooboooboooooboooboobooboboobbooobooon
god

B.4.2.3. ODU00OO0OO0OO0ODOOODOOODLOODLDOOOLOOOLODOOODOOODOOD
gbooboobooboobooooooooobobobobobobobo
gboboboobooooooooooobobobobobobobo
goobobobooooobooboboooobbobooooboboboood
gooooo

B.4.2.4. 0DU00O0OO0OODOOOOOODOOODOODLOOOLDOOODOODOOD
gboboobooooooooooooobobobobobobobo
gon

B.4.2.5. U0OO00OO0ODLOOLOObLOObDObDOODOOLOOLOObLObObLODbODbO
gbobobooboooooooboooobobobo

B.4.3. ODOODOOODOOODO

gbobobuoboooooogbooooboboboboboboboboban
gbopoobpoobooooooooboboboboboboboboboIsBERr
2005; 29 CFR 1910011

ubobooooooooboobooobooobooooooooooan

gboboboboboboboboooooobobobobobobobobobon
gbobobobobobobobooooooobobobobobobobobOobDon
gbobobobobobuobuobobooooobobobobobobobobobon
goboboboboboboboboooooooobobobobobobobonDon
oobog

goboboboboboboboboooooooobobobobobobobonDon
gbobobobobobuobuoboooooobobobobobobobobobon
QqcChbOCOO0O0OOoOoobopOobbOOOOoO0OUOOobOOoOobobOOOObObOOOoOOoooo
ggboooboboobooobooboooooobooboobooboboobooDboo
gbobobobobobobobo

ggbooboboooobooobooboooboooboobooboobbobobooDboo
gbobobobobobobobooooooboboboboboboobobonDon
gbobobobobobobobooooooooobobobobobobobnobDon
bobobobobobobobobon

26



NCI Center for BioinformaticsONCICBO O O ONCIO O OO DODODODOODOODOODOO
0d000d00oddoooooooo0oooooooooooooooooooooog
O000doDO0O0o0oooOo0odoDoDoOOooobOooooDoooooDoooooOoag
OvoluntaryD OO O O0O0O0caBIGMD OO0 O0ODO0OO0'0D00O0000O0OODOOccaBIG"D
000000000000 ooooo0ooo00oooooooooooooonoooonog
O0OcaBIG"D O OOONIDODODOOOOOODODOOOOOOOOOOOI000O000O0

B.5.1. OU0O0OU0—-4uouood

B.5.1.1. OO0OO0OO0OO0ODOOOOOODLOOOOOOOOODOOODLOOODObOOD
ooboooobOooooooooobooooeacuonboonooog
gboboboboooooooooobobobobobobobo
gobooboobooooobooobooboobobooboboobooon
gboboboobooooooooooboboboboboboooboo
gbobobobobooooooooobobobobobobobo
gogo

B.5.1.2. OU0OO0OO0OO0OOOOOOODLOODLOOOLOOODOOODOODOOD
goboooobooobooooobooobooboobooboboooboooo
ooogd

B.5.1.3. 00OO00OO0OO0OOOOOObOObDODOooOOooOOooOobOobOobODO
goboobooboboboobooboobooboobboobobo

B.5.1.4. 00OO00OO0OOOOOOOOObDODOO0OOOO0DOObOObOObODO
gbobobuobooooooobooboobobobobobobobo
gboboobooooooooobooooboboboboooboooboo
gobooobooooo

B.5.1.5. 00OO0O0OO0OOODLODODODODOO0OOOO0bLObObObODO
gobooboobooooboooboobooboobobooobooon
gboboobooooooooobooboobobobobobooboooo
gbobooboooooooooboooooboboboboboboobo
gbobouobuooooooooboobooboboboboboobobo
gbobooboooooooooboobooboboboboboboooo
gobooboobooooooo

B.5.1.6. U0OUO0OOOLODLODODOOOODOOLOOLOObLObLObLObODO
gooobooboboboooogoboboboboboboooooonoog

B.5.1.7. U0OO0O0OO0OOLODbLOObDODOOOODOO0LOObLObLObObObODbO

" https://cabig.nci.nih.gov/

27



ooooobobDOoOO0oO0ooooDOoO0OO0oO0Ooo0on0DnOProtected
Health Information: PHIO OO ODOOODOOODOOODOODOOODO
oobooooDo

B.5.2. OO0O0D0O—-L00000DOO

B.5.2.1. U0OO0ODOODOODLOOLOOObDObDODODOOOOOObLObOODbODbO
gbobobobobooooooooobobdobobobobobo
gbobooboobooooooooooobobobobobooboooo
gobooboooboooobooobooboooboboobobooooboon
gooboboboooooboboboooobbobooooboobboood
gboobogoobooog

B.5.2.2. OUO0LOOOOOUODOOUODLDOODLOUOLOULDOLODDOODOOD
gbobooboooooobobobobobobong

B.5.2.3. U0OO00OO0OO0OOOOOObOObDODOO0OOOO0DOObOObOObOODO
goboobooboooboooboobooboboobobooon

B.5.2.4. U0OO00OO0ODLOOLODbDOObLODOODOOLOOLOObLObLObLODbODbO
gbobobuobooooooobooooboboboboboobobo
goboobooboobmobooboobooboobobonobo
gobooobooboooobooboboobooboobbooboon
gbobooboooooooboobooboboboboboboboooboon

B.5.3. ODO00ODOOODLDOODOO

B.5.3.1. 0O00O0OO0OO0ODOOOLDOOODOOODOODLOOLODOOODOOODOOD
gbobobobobobobobobobobobooboooooon
goboooboobogoboogobooboooobooboooboooboog
gboooboooobooboorPAAD OO DO0nOooooonooon
gogd

B.5.4. OO0OODOODO

B.5.4.1. 00OO0O0OO0OOOOLODODOODOODOO0OOLOODLOObLObOObLObOODO
gbobobdobobobobobobobobobobuooooon
gbobobobobooboboboboooooooooooboban
goboobobobobooooobobobobobobooooooog

B.5.4.2. JUO0O0O0OO0O0O0OOOU0OOOOOOOCDEODDOOOOOOO
common data element: COEO OO0 0O0O0OO0OO0OOOOOOOOOOOO
O00o0o0o0oooooooo

B.5.4.3. 00000 OOOLOOODLOODOODLOOOLOOLODOOODOOD

28



gbobobgbooooooboobobobobobobobobon
caBIC"U D DOD0OD0ODOU0OD0D0OD0OD M Ouooooooooo
gobooboooboooooboooboobooobboboboobooon
gboboboboboooooooobobdoboboboboobo
gbobobobooooooooobobobobobobobobon

B.5.4.4. 00 00OO0OCancer Data Standards Repositoryd caDSRO °0 0 0 0O O
oo0ooooooooooooooooood

0000000 00o0ooooooobobOboooOooOOoO000o00oUoUoUoooo
NCICBO NCI Center for BioinformaticsOOcaBlG"D OO D OOD0OOOOOOODO
goooooooooioboooooo

B.5.5. O0OO0OOoOooOooOn

B.5.5.1. U0OO0bO0ObOOobOOobOOobuobuobunooooooobobobano
gboboboobooboooooooooboboboboboboooo
gobooboooboooobooobooboobooboboooboon
gobooobosepOoboobbogoboooobooobooboo

B.5.5.2. OU00OO0OO0OO0OOOOOOODLOODLOOOOLOOOLODOOODOODOOD
oooooon

B.5.5.3. 00000000 ODODODOODODOOOODOODODO C Capability
Maturity Model IntegrationdCMMIO OO O30 0000000000
oooaIonDo30000000
http://www.sei.cmu.edu/cmmi/general/general .htmlD OO O OO O

B.5.6. DUOUDLOOUODLOUOLODOODOOUODOODLDOODOO

B.5.6.1. DD0DOO0O0ODODODOOOOOOODODOOOHIPAADDOODDOO
000000045 CFR Part 46 Subpart AUO O OO OOOOOOOO
00000000000 00oooooo00oooooooooog
0000000Do0o0ooDoO0o00000oooooO0ooooonogIPd
0000000000000 000000000000CONIHPrinciples
and Guidelines for Sharing of Biomedical Resources( [0 O O NIH
Research Tools Policyl
http://ott.od.nih_gov/policy/research_tool .html[

O O ONIH Data Sharing Policy
O http://grants.nih.gov/grants/policy/data _sharing/0 0 0 00O O [
000ooo0O0omce.s. 0000000 ooooooooooooog

8 https://cabig.nci.nih.gov/guidelines_documentation
® http://ncicbsupport.nci.nih.gov/sw/content/caDSR.html

29



B.5.6.2.

B.5.6.3.

B.5.6.4.

B.5.6.5.

B.5.6.6.

B.5.6.7.

B.5.6.8.

gboboobobooboboooooooooooboboboboobo
goboooogimbooobooobooboobobobobooobooo
gbobobuobooooooobdabaobo

goboobogoobooooboobooboobobobobooboon
goboooboobooooboooboooboobbooooo

0000000ooooo000o0oooooo0ooooooooogg
000000000000 ooDoooooooooooooooond
O honest broker-guided procedure0 DO OO0 OO0 OO OMerzetal
19970 00000000000000000000O0O00DO0OO0
oooooooooooooooon

0000000000 0OHIPAADOODOODODOOOOOOoooooo
Security RuleO 0 OUODOOOODOOODO" Security Standards for the
Protection of Electronic Protected Health InformationO OO O[O
O0o00o00DoDooooooDoooooooog” oooooooo
000000ooDooo00ooooooooo0ooooooooogoog
O0O00OD0O45 CFR Part 1600 O O Part 164 Subparts A and CO O O [
HIPAA Security RuleD OO OO0 OO
http://ww._cms.hhs.gov/EducationMaterials/04_SecurityMaterials.asp O
ooooog

0000000000 O0D000000DHHSO Department of Health and
Human ServicesO O OO O0OO0OO0OO0DOO0ODODOOODOOOOOODOOO
000000000045 CRR Part 46000000045 CFR Part 4600
000000D0D0O00000000D00OHRPOODODODO
O http://www.hhs.gov/ohrp/policy/index_html#informedD O O O O O
00

Oo00oooooooo0ooooooooooooooooooogg
000000 O National Institute of Standards and Technology
Special Publication 800-3000 “ Risk Management Guide for Information
Technology Systems”

O http://csrc.nist.gov/publications/nistpubs/800-30/sp800-30.pdf
oo0oooooo

gboboobobobonooooooooooobobobobobo
gobooobogooboooooooboobooboobbooobooon
gboboboobooboooooooooboobobooan

30



C. dobobooopbboboobobobooobao

gobogoooooobooobooobooboboobooboooobooboooboooboboobooDboo
vbobobobobobobuobobuoboobooooooboboboboboboobobo
gbobobobobobobobobooooooooooobobobobobobobobo
gobogoooooobooobooobooboboobooboooobooboooboooboboobooDboo
uboboobobobobobobobobooooooooobooboboboboboobono
gbobobobobobobobobo

000 0NIDOODOb0DOD00bDoobOoobbOobbooobDboboooboobboobboobo
goboobooobooboooboooboobobooboobooboobooboobboobooDboo
goboobooobooooobooboooooooboonioboobobbobboobooDboo
002002000 00000NID0DODDODODOODOODLDO0ODO0ODOObLODDbDODbDOO
goboobooobooboooboooboobobooboobooboobooboobboobooDboo
uboboboboboboboboboboooooooooobooboboboboboobono
gbobobobobobobobobooooooooooobobobobobobobobo
uboboobobobobobobobobooboooooooobobobobobobooboono
uboboboboboboboboboboooooooooobobobobobobobono
vbobobobobobobuobobuoboobooooooboboboboboboobobo
uboboobobobobobobobobooboooooooobooboboboboboobono
gobogoooooobooobooobooboboobooboooobooboooboooboboobooDboo
ubobogbobobobobuobobood

C.1. OO0O0OOOr responsible custodianshipd OO 0O

gbobobobobobobobobooooooobobobobobobobobon
gbobobobobobobuoboboooooooooobobobobobobon

C.1.1. DobObOOoObOOoOobOoOoboOOobooOOoobOooboOoboOOobobOooDbooDbo
gbgbobobuobooooooooobobobobobobobobobob
00000000 QUODOODOODOOOO0O0O00OODODOOOOOOOODOOD
goooobobomoooboooooobboooobobooooooooon
oooooooOooOo0oOooOoobOo0cyooooboobooooooooboooo
gooooboooboboobooooboodubogboooboooobooboo
goboooboooboooooobobooboobomcec4. OboobooboOoo
gbooboooooon

c.1.2. 000DO0OO0O0O0O0O0OMO0I0000000000000000000000
00000000000@O00000000000@MO000N0NNNnonon
0000000000000 00O00000N0N000000000(E)dn
000000000000ODC.2. 000000000000000000000

31



C.2.

C.1.3.

C.1.4.

C.1.5.

gbgbobogbuobooooooooobobobobobobobobobon
gboboboobooboooooooooboboboboboboobobobgan
gobooboobooooooobooboMTassbobboooboobooboo
gbogbobaooooooan

goooooooobobomooooooooooooooobov/boooooo
god
gbobobobooboobooooooooooobooobobobobobo
ooooQa/Qcouoooopooooooooooooobooboobooooooo
goooo
goboooobogbooooooooboooboobooboboobooboobo
gboboboboooooooboboboboboboobobobobood
e 00D UODODODOODODLODODLODLODODODLODODLODOD
goboobooboobooboooboobooboboboobooDbonn
Otransfer 0000 00000D0COO0ODOOOOOODOOOOODOOOOOO
gbobooooooooooobobobo

gboobopilboboboboboboboboboooooooobomooboon
O0oooboDO0O0O0OOoO0DDOOO42 CFR Part 50 Subpart FOO DO OOO
gboobobooboooooon

gbogboogbouooooogbooboobobobobobobobobobon
gbooboobooboooooooooooboboboboboboobobonbon
gobooboobogoooooboobooboobooboboobooboboo
gboboobooboooooooooooboboboboboboooboo

obobooooooooooo

000000000000 000000D00D0O45 CFR Part 46 Subpart ADOODODOO
000000000000 000000000000000D0D0DD0DO000000oDoO00
O000000ooooo0ooooooooo0o0oooooooooooooooooo
000000000000 000000D00DO000000DODODDODO0000O0ooDoO0OO
000000000000 00000000000000000000000000000
O000000oooooo0oooooooooooooooooooooooooooo
000000000000 00000000000000000D00000000oDoO00
0000000000000 0000000000OO0O0oObDHHSO D O0O0oOoooOooooog
O00000000000000000D00D00000000 0O ODHHSO O[O 45 CFR Part 46
Subpart AD O OO O O0O0O000O0000ODDOOOOO0000DODODODOO0O0O0O00000
Oo00000oooooo0ooooooooooooooooooooooo)ooooo
045 CFR § 46.101(H)0ODOODOOOOO0OODOODOOOO@@)OIOO45CFR § 46.101(c)
000@UDDO0O0O00000000D0OOO0 institutional review board: IRBO O OO
O000000oooooo0ooooooooo0oooooooooooooooooo

32



00 0O0OO0HRPO O O O http://www.hhs.gov/ohrp/humansubjects/guidance/cdebiol .htmd O
ooooog

C.2.1. DOpoooooooboooboboboboboboboobooo

C.2.1.1. DHHSOODOOOOOOOOODOODOOOOOODODODOOOOO0O0O0O45
CFR Part 460 0000 0O0DHHSO O OO ODOODODOODOODOODOO
00000o0oDooo00ooooooooooooooDoooooog
00000000000 0ooooooo00oooooonooooog
00000o0oooo0o0oooooooooooooooooogo
000000000 mo00ooDoooooooooooooooog
00o0o0ooooooo0oooooooooooooooooooog
000000000000 0000000000000000000
000000D0Do0oooooooooooooooooooooog
OHRRPO O OODOOO
O http://www.hhs.gov/ohrp/policy/index.html#informedD O O O O O
0d

C.2.1.2. ODO00O00OO0OOOO0OOOO0ODOOOODODOOODOOOOOHRPOOO
gooooo
O http://ww.hhs.gov/ohrp/humansubjects/guidance/reposit._htm O
O O http://www.hhs.gov/ohrp/humansubjects/guidance/cdebiol .htm 0
OHRPO O OO OD0ODODODOOOO0O0OODODODOOOO0OODODODOD
gooobooooooooooo

gbobobuoooboogbooboboboboboboboonoon
ubobooboobooooooboobobobobooboobobon
goboobogobooooboobooboobobobobooboo
gogodg
gbobo0obooboobooboonoboobDbOoobaoNeog
goboobouomce.4. OOb0ooboobooobbbooobooo
obobooooooooooboooooobobooNiobono
gbobo™cs. bopoooooobobobonbog
gbobooboooobooooooao
obooboboboobooboooboobNAdbDoonDobonoboong
gooooon

C.2.1.3. U0Oo0ooOooOooOobOobOobobobobobDooooooobooon
googrADOODOOO0ODOO0ODOOODOODO?21 CFR Part 812000
21 CFR Parts 50 and 5600 0 O M

C.2.2. DUOO0OOODODODOODOOOOOOONIOn

gbobobooboooooooboobooboboboboboboboboban

33



gbogbobgbuoboooooooooboboboboboboboboboab
gbobobooboobooooooooobobobobobobooboboobgan
goboobooboooooooboobooboobobooboboobooboboo
gobooobogoboooobooooboobooboobmoboooobooooboo
gboboboboooooooooobobobobobobobobobon
gobooboooobooooooboobooboobobooboboobooboo
gboboboobopooooooooboboboboboboobobobgon

oo

C.2.2.1.

C.2.2.2.

C.2.2.3.

C.2.2.4.

NClOOoooooooooobooobobooobooooooooon
goboobogoobooooobooobooboooboboobboooobooon
gboboboboboooooooooboboboboboboobo
gbobobobooooooooooobobobobobobobo
goboobogoobooooobooobooboooboboobboooobooon
gboboobobobooooooooobobobobobobobo
gboboboobooooooobobobobobobobon

gbobobobobobooooooooooobobobobobo
gbobobobobooooooooobobdobobobobobo
gboboboobobooooooooobobobobobobooboo
goboobogooboooboo

gbobooboboopooooooooobobobobobobobo
goboooboooboooooboooboobooboboobbooobooon
gbobobobooboooooooooboboboboboboooo
gboboboboooooooooobobobobobobobo
goobobobooooobooboboooobbobooooboobbooon
gbobooboobobpoooooooobobobobobobobo
gooobgooboobobbooboobooboobobooog
gbobboboobobobobobobooooobobobobon
gogobobobooooobbboooobobboooobobobooog
goboooboooboooooboooboobooobobobbooooboon
gboobooboobooboo

ubobooboboboboooooooooooboboboboobo
gbobooboboooooooooooboboboboboboobo
gboboboboooooooooobobobobobobobo
gbobobooboobooboooon

gbobobobobobooooooboboobobobaobobo
gbobooboobooooooooooobobobobobobobo
goboobooobooobooobooboobobo




C.2.2.,5. J0OO0O0OOOO0OOOOOODOODbDOObOODObODOOODOODbO
goboooboooboooooboooboobooboboobbooobooon
guobbooboooooboboboooobbbooooboboboood
gboboboboooooooooobobobobobobobo
go/000b0bo0o0obobob0oboobooboboobobboOoDo
gbobooboobobpoooooooobobobobobobobo
gobooboobboboboobooboboos.s.3.1bognoog
omoooboooboooboobobobooboooooooobooobooboo
gbobooboobobpoooooooobobobobobobobo
gooobgooboobobbooboobooboobobooog
gboboboboboooooooooboboboboboboobo
gbobobooboboboooooooooo

C.2.2.6. U0OOO0OOO0OO0OOODOODODOODOOOOOOOODOOODOOOOn
gboboobooboooooooooboobobobobobobobo
gbobooboobooooooooooobobobobobooboobo
gboboobobooooooooooobobobobobobobo
guobbobooooobboboooobbbooooboboboood
gbobooboobooooooooooobobobobobooboobo
gobooobooboooooboooboobooobn

C.2.2.7. J0OUOO0ooOOoOoO0oOO0bOODbObOObOObOobOobDObDODoOOoooOoon
gobooboooboooooobooboobooboboobooon
gboooooooooan

g

e DI DUOODOODLDODODODODODODOODLOODODODOD
gobogooboooooboooboooo

e UOUOUDOOODOODOODLOOLOODLDUODOODODbLODDOODLO
gboboobgobooooooobobobobobobobobon
gooooboobogon

gboboobooooooooooooobobobobobobobo
gbobooboobooooooooooobobobobobooboobo
gboboobooooooooooboobobobobobobobobon
guobbobboooobboboooobboboooobobobooad
gboboobooboooooooooboobobobobobooboooboo
gobooboooboooooobooboobooboboobooon
gbobobobuooooooooooboboboboboobobo
gogoboboboooobbboooooboboooobobbooog
gobooboooboooooobooboobooboboobooon

35



gbobobobuobouoooooooobobobobobobobo
gooboooboooooboobooooboboboooooboobbooon
goooo

C.2.2.8. ODU00OO0OODOOODODODOODODODODODOOOOOOOOn
gboooboobooboboboobooboobobobooboooboog
gboobobobopoooooooobobobo

C.2.2.9. 00OO0O0ODOOOOOOOOOODODOODOObLOObODOOODOOD
gboboobooboooooooooooboboboboboboooboo
gobooobooboooobooboboobooboobobooooboon
gbobooboobobobooboobooobooboobbonboo

e 00D OOUDOOODODDOODOODLOODLDOOODOOD
gboboobooboobooobooobooboobuooboobon
gboboobobooooooobobobobobobobobon
uoobobobooooooobooobooooooobobooooooboon
gobooboobooboobooobooboobuooobobon
Nlidoboooboboboboboboboboboboooobo
ubobooboobooboonooooooobobobobobonoo

el00D00O0DODDLOODOODOODODODDODDOODOODO
0000004 CR Part 460 00000000000 0O0ODOOO
gbobooboboooooobobobobobobobobon
goboobooboobooobobooboo

e 00O O0OO0ODLODODODOOOODODODODOOOODLODODOOOO
gboobobooboboboooobooooooooooooo@oo
uogoboboboooooboobboooooboobobooooooboon
ooooo@ooooo0ooooooooooooooooooo
goboobogboooobooobooboobbobobooboo
oooooooooooOOooo@oooooooooooDoooo
gbobobobobogobogon

e 000D OUIDOOODODDOODOODLOODLDOOODOOD
gboboobobooooooboboboboboboobobon
gboboboboboooooooobooobobobobobo
ubobooboboooooobobobobobooboobobon
gbooboobobobogon

C.2.2.10. DOOOOODOguardiand 00 D0OD0OOOOOOO0OODODOOCOOOOO
goboooboooboooooobooboobooboboooboon
gbobobuoboooooooooooboboboboboobobo
gboboobooooooooooooobobobobobobobo
goboooboooboooooobooboobooboboooboon

36



C.3.

gbogbobgoboooooooogo

C.2.2.11. JDbOoOobOOOobOoOO0OOOoO0oOOoOobOoOoboobOOobobOoOoDbOooDbo
gbobobobobooooooooobobdobobobobobo
gboboboboooooooooobobobobobobobo
gobooboooboooobooobooboooboboobobooooboon
gobooobm™ce.l. gooooobooboobooom

0000000000000 0000o0000OoHRRPOODODOOO0OOODOODO
0000000 00CHRPO O OO DO OODOhttp://www.hhs.gov/ohrp/0 00000
0d

oooonooodano

gboboboboobobobobooooooboboboboboboobobobDon
O0b00bbO0oobooobboobboobboO0O0bDUEiseman et al. 2003l 000000
gbobobobobobobobobooooobobobobobobobobobon
O0000000DOCCOO0000O0ODDOCODOOOOFriedeetal. 20030 000D00C0O
ggbogobobooobooobooobooobooboooobooboobooboboobooDboo
gbobobobobobobobobooooobobobobobobobobobon
gboboboboboboboboooooooobobobobobobobobDon
gbobobobobobobuobobooooobobobobobobobobobob
gboboboboboboboboooooooobobobobobobobobDon
oobooooooo

C.3.1. ODUObOO0OOobOObOOobObOOoOoDbOog

00oooooooo0oooooooo0oooooooooooooooon
000000D000000000000O0O000O0OHIPAA Privacy RuleD OO 00O
00O 00" Standards for Privacy of Individually Identifiable Health
Information” OO ODHHSO OO O OO 45 CRFR Part 1600 0 O Subparts A and E of
Part 16400 000000000OPrivacy RuleD 00000000000 DOOO
00000oooooo00ooooooooo0oooooooooooooooon
000000oDooo00oooooooo0oooooooooooooooon
00000000000 oooooooo00ooooooooooooooooo
000000000000 OPrivacy Rule0 000000000000 0ODOOOO
ooooooo

e 1000ODDODO Privacy RUleDODO0O000D0ODDODOOOOOOODODODO
00000o0oooo0o00ooooooo0ooooooDoooooooon
00ooooooooo00ooooooooo0oooooooooooooon
OO0O0OD0OOPHIOODOOOODO O Family Educational Rights and Privacy Act
0000200.S.C.1232g00 000000000 OMO20U.S.C. 1232g(a)(d)(B)(iv)

37



000000ooooo000oooooooo0oooooDooooooooon
00O0DOD0OODOPHIDODOODOOMOI45 CFR 8 160.103(1J 45 CFR & 164.502
O0O0b0ob0obO0Os 164.514() DUODO (HUDODUOODODUOODOOO
000000ooooo00oooooooooooooDooooooooon
0ooodooooooood

0000000 Privacy Rule0 0000000 O0OOCPHIODDOOOOOODO
O000OOPrivacy RuleD 00000000 ODODODHHSOOOOOODOOODODO
0000000000000 0000000000000health planfd 000
000000 health care clearinghouselD 0 OO OO OO O OO health care
provider(D 000000 OO O Protecting Personal Health Information in
Research: Understanding the HIPAA Privacy Rule0 00O OO
http://privacyruleandresearch.nih.gov/pr_02.asp0 00 00O O M

000000o0Doooo000ooooooo00ooooooDooooooooon
O00000ooooo000oooooooo0oooooDooooooooon
O0oo0ooooooo0ooooooooooooooooooooooon
00000000Do0o00000ooo0o0o00o00ooDooDbHHSOO0000
0000000000000 00000000000HIPAAODOODOODD
0000000000000 000000000,000000000HIPAA
Privacy RuleO OO OO
http://privacyruleandresearch.nih.gov/research_repositories.aspl] 0 [0 1]
00000000000 000000000000moPHIDDODOO00OoOon
OO0OoooPHIDODOOOOOO0DOODOOOOOOO0OO0OODOOOODODDOOOOO
000000oooOo0o00ooooooDo00ooooooDooooooooon
000000o0oooo00o0oo0ooooo00oooooDoooooooon
oooo

Privacy RuleD 00 00 00O 0O O3 Privacy Rule Authorization/) [ O O Privacy
Rule00DOOO0O0OOODO ODAuthorizationd OO O0OO0O0ODOOODOOODOOO
0000MooDoDoD0o0000ooooo0o0oooooooPHIOOOOOO
0000000ooooo000oo0ooooo00oooooDoooooooooon
O0oo0ooooooo0ooooooooo0ooooooDoooooooon
000000o0Doooo000oo0oooooo00oooooDooooooooon
O00OPrivacy RuleD 00O 0OO0OOOPrivacy Ruled 00 O000OOOO0ODODO
000000o0oooo000ooooooo0ooooooDoooooooon
000000oDoooo000ooooooo00oooooDoooooooooon
PHIDOODOODOODOOODODOOODOOODOODODOODODOOmMOODoOg
0000000 ..0o0000o0ooooo0o0oooooooooooooon
OOPHIDODODODOOODOOODOOOOODODOOOOODOOOOOOO0O0
O0oooooooooO0ooooooooooooooooooooooon
000000ooooo000ooooooo0ooooooDoooooooon
000000ooooo000oo0oooooo0oooooDoooooooooon

38



C.3.2.

000000ooooo000oooooooo0oooooDooooooooon
0 O O [ Protecting Personal Health Information in Research: Understanding
the HIPAA Privacy RuleD OO 00O
http://privacyruleandresearch.nih.gov/pr_02.asp O O [1J

HIPAA Privacy RuleD O DO 0O0O0000DODOOOO0O0OOO0ODODOOOOOO

e http://privacyruleandresearch.nih.gov/
e http://www.hhs.gov/ocr/hipaa/

gooooooooooNioon

C.3.2.1.

C.3.2.2.

C.3.2.3.

gbobobobobobooooooooooobobobobobo
gobooobooobooooooboobooboboobobooooboon
goboobooboobmoobobooboobooboobobo
gbobobobooooooooooobobobobobobobo
gbobobobobooooooooobobobobobooboobo
gbobooboopooomse.s. DO0booboobobooboooboooon

000000oooo0o0oooooDooo0ooooooooogg
00000000000 000000000000DOcertificates of
confidentialityO O OO OO0 00O 0O O O ONIHO O Public Health
Services Actl] 301(d)0 042 United States Code 241(d)D 000 OO
0o0ooooooooo0ooooooooooooooooooooo
00000000000 o00ooooooo0ooooooooogoog
00o00oooooooooooooooooooooooooooog
0000000000000 Doo0oo0ooooooooooooond
000000Do0o000ooooDoooo0oooooooooogg
000000Doo0o0o0oooooooo00ooooooooOogo
00000o0Doooo0ooooooooo0oooooooooogg
00o0oooooooo0ooooooooooooooooooooo
0000000000000 0o00ooooooooooooooon
00o0oooooooooooooon
http://grants2.nih.gov/grants/policy/coc/index.htm0 0000 0O 0O

gboboobooboobonoooooooboboobobobobobo
gooobooboobooboboobgooboobbobooog
gbobooboboooooooboobooboboboboboobobo
gboboobooooooooooooobobobobobobobo
gooobooboobooboboobgooboobbobooog
gbobobooboonooooooooobooboboobobon

39



C.4.

C.3.2.4. JOO0O0OOOOOOOOOODOOODOOODOOODOOODOODO
gboboobooboooooooboobooobooda

goboooooooooDn

goboobobooobooooboooooooboooboobooboooboobooDboo
gbobobobobobobooboooooobooboboboboboboobobon
gboboboboboboboboooooooobobobobobobobobon
gbobobobobobobuobobooooooobobobobobobobobob
gboboboboboboobooboooooboboboooobobobooobooboobog
goboobobooobooooboooooooboooboobooboooboobooDboo
gboboboboboboboboboooooboobobobobobobo

goboooobooooboobooooooopooobo
gboboboboobooboboboobonooooooobobobogoyooonoo
gbobobobobobooooponooogon
gbobdoboboboboboboboooooggoood

gobooobooobooobogoooooboooboobooboooboobooDboo
gbobobobobobobuoboboooooobobobobobobobobob
gboboboboboboboboboooooobobobobobobobobon
goboobobooobooobboooboobooboobooobooobooboooboobooDboo
gbobobobobooboboboboooooooon

C.4.1. DUUODOOODOODOObDOObObDOODOODbDOOD

000000000000 00ooooo0ooooooooo0ooooooon
oo0oooooooooooooooooooooooon
00000ooDooooOooooooooooooog
0000o0oo0oooo0o0o0ooooooo0ooooooDoooooooon
O0oo0oooooooO0oooooooooooooooooo
000oooooooooo@oo)ooooooooooooooooooon
O00000ooooo000oooooooo0oooooDooooooooon
00000000000 0000ooooofogoooooooooonoon
000000ooooooooooooooooooo
Oo0o0ooooooooooooooooooooooon
000000ooooo000ooooooo00ooooooDooooOooooon
oo0oooooooooo

NIH Research Tools Policy

O http://ott.od.nih.gov/policy/research_tool.htmlD OO OO OMTAD O OO
00o0ooooooooooooooon

C.4.2. DUOOOODOOODOOOLDOOOOOODOOODOOODOOODOODOODO

40



C.4.3.

C.4.4.

gbogbobgbuoboooooooooboboboboboboboboboab
gboboobooboobooboboon

goddooooooooooooooobbooooooo
doddddooooooooooooooooooboboooooooooooa
000000o0ooo0o00ooooooo0ooooooDoooooooon
gooooooogo
doddddooooooooooooooooooooooooooooooa
goodoooogd

oo booooooononoiIrs
00000000000 00000IIRBOO00000000000000000O
000o0O0OooopHsOoooooooooooood

O http://www._hhs.gov/ohrp/policy/index._html#human0D 00 0000 O
000000000000 DOO00DO00O0O00DODOO0OResearch Tools Policy
O http://ott.od.nih.gov/policy/research_tool.htmliO OO ONIHOOOODOO
O0Mooooooooooooooodooooooooooooooooon
O0O0O0O0OD000ONIHOResearch Tools PolicyOD O OO OOOOOOOODOO
doddddoooooooooooooooooobobooooooooooa
oooooooooond

gobooboooogooooboobooboobooboboobooboo
gbgbobobuoboaoooooooobobobobobobobobobob
gbooboobooboboobooooooboobobobobobobobobon

e 10000 DDDODOOODONDDODODOOOONODDODOOOOODOOD
O0o0o0ooooooo000ooooooo0oooooDooooooooon
0000000000000 000oo0ooRRPOOOOODDOO
http://www_hhs.gov/ohrp/humansubjects/guidance/cdebiol . htmO OO O 00O

e MTAUO OO DO ODODODONIHO Research Tools Policy
O http://ott.od.nih.gov/policy/research_tool.htmlD OO O OOOOODO0O

goboooboogobooooboooobooobooboobmobooboboooobooo
goooobbooboobooooooooboobooboooboooobooo

C.44.1. D0ODOOODOODOOODOOODOODOOLDOOODOODOODO
oooooOopoOoOoOoOogooobobooOogoo/obobobog/do
gbobobooooon

C.4.4.2. J0DOO0OODOOOOOOOOOODOOODOOOOOODOOODOOD
gbobobobuooooooooooboboboboboobobo
gogobobobooooobbboooooboboooobbbooog
goboooobooon

41



C.5.

C.4.4.3. JO0O0ODOOOOOOOOOODOODOOLODOOLODOODOODO
goboooboooboooooboooboobooboboobbooobooon
gboogoo

C.4.,5. DUobOOO0ODOOODOOOObOOObOOOOOOODbOOO0DbOObODOOODbOOODO
oooooboooooooooooboooDo

oboboooooooobonoo

000000000000 00000000D00000000D0D00O0000000000
000000000000 00000000000000000D0O0000000Do0O00
O000000ooooo0o0oooooooo0ooooooooo0ooooooooo
000000000000 00000000D000000000D00O0wP00000000
0000000000000 000000o0000ooooooo00oooooooo
O000000ooooo0o0oooooooo0ooooooooo0ooooooooo
000000000000 00000000000000000D0O0000000Do0O00
0000000000000 000000o0000ooooooo00oooooooo
O O ONIHO Data Sharing Policy O O NIHO Research Tools PolicyDd OO OO OO0 O0O
Oo000ooooooono

C.5.1. DO0O000O0O0ODODOOOOO0O0O0D0ODDODONIHDResearch ToolsPolicy 000
NIHO Data Sharing PolicyD 00O O OO0 O0OOONIHOOODO O (Simple Letter
(of) Agreement; SLA) OO O OO OOOOODOO (Uniform Biological Material
Transfer Agreement; UBMTAD O 000000000000 DDOOOOOOOOO
00o00oooooo00oooooooo0oooooooooooooooooo
0000000000000 0000000000000000000MMTADD O
00o0oooooooooooooon

00000ooooooo0ooooooooooooo
00oooooooooOoooooooooooooooon
000000oooo000oo0ooooo0ooooooDoooooooon
ooooooo
00ooooooooooooooooooooooooooo
00oooomPoo0o000ooooooooo0oooooDooooooooon
0 00O OONHI Research Tools PolicyO DO OO IPODO

O http://ott.od.nih.gov/policy/research_tool .htmlO 0O OO

gbooboooooooooooboboobobobobobobobobnobDon
gMTADOODOO0OO02000000

goboobooboooboooboobooboo

42



C.5.2.

C.5.3.

C.5.4.

e http://ott.od.nih.gov/policy/research_tool.html
e http://www.autm.net/aboutTT/aboutTT _umbta.cfm
e http://grants.nih.gov/grants/policy/data_sharing/

gobooobooooboogooooobooobooboobooboboobooboboo
gbobobooboooooooooooboboboboboboobobobgon
gboboboobooooooooooobobobobobobobobnobon
gobooobmoooboooobooboooboobobobooobooobooboo
gbobooboobooboobooonooooooood

gbobobooboboooooboooobobobobobobobobobon
gbobobooooooooooooooooobomwogoobobobobo

000000000000 00oooooo0ooooooooNTASOO000o0oon
OO0 0ODOONIH Data Sharing Policy
O http://grants.nih.gov/grants/policy/data _sharing/ 0 O O O NIH Research
Tools Policyl http://ott.od.nih.gov/policy/research_tool .htmlOD OO OO0 OO
0000oooooooooooooon

43



REFERENCES

Caporaso N, Vaught J. Collection, processing, and analysis of preneoplastic specimens. In: Franco EL,
Rohan TE, eds. Cancer Precursors: Epidemiology; Detection, and Prevention . New York, NY:
Springer Verlag; 2002.

Centers for Disease Control and Prevention and National Institutes of Health. Biosaféty in
Microbiological and Biomedical Laboratories [online]. 4th ed. Washington, DC: U.S. Government
Printing Office; 1999. Available at http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4toc.htm. Accessed
June 1, 2007.

Eiseman E, Bloom G, Brower J, et al. Case Studies of Existing Human Tissue Repositories: “ Best
Practices” for a Biospecimen Resource for the Genomic and Proteomic Era . Santa Monica, CA:
RAND Corporation; 2003.

Eiseman E, Haga SB. Handbook of Human Tissue Sources: A National Resource of Human Tissue
Samples . Santa Monica, CA: RAND Corporation; 1999.

Friede A, Grossman R, Hunt R, et al., eds. Biospecimen and data collection and distribution. In:
National Biospecimen Network Blueprint [online]. Durham, NC: Constella Group, Inc.; 2003.
Available at http:/biospecimens.cancer.gov/nbn/NBN_Blueprint.pdf. Accessed June 1, 2007.

Grizzle WE. Practical factors in collecting tissues for research. In:  Tissue Procurement Training
Manual [unpublished]. Cooperative Human Tissue Network; 2004.

Grizzle WE, Fredenburgh J. Avoiding biohazards in medical, veterinary, and research laboratories.
Biotechnic & Histochem . 2001; 76:183-206.

Hayes RB, Smith CO, Huang WY, et al. Whole blood cryopreservation in epidemiological studies.
Cancer Epidemiol Biomarkers Prev. 2002; 11(11):1496-8.

Holland NT, Smith MT, Eskenazi B, et al. Biological sample collection and processing for molecular
epidemiological studies. Mutation Res. 2003; 543:217-34.

International Air Transport Association. Infectious Substances Shipping Guidelines 2006 [online].
7th ed. Montreal, Canada: International Air Transport Association; 2006. Available at
http://www.iata.org/ps/publications/9052.htm. Accessed June 1, 2007.

International Society for Biological and Environmental Repositories. Best practices for repositories I:
Collection, storage, and retrieval of human biological materials for research. Cell Preserv Téechnol.
2005; 3:5-48.

Landi MT, Caporaso N. Sample collection, processing, and storage. In: Toniolo P, Boffeta P, Shuker
DEG, et al,, eds. Applications of Biomarkers in Cancer Epidemiology . Liyon, France: International
Agency for Research on Cancer; 1997. IARC Scientific Pub. No. 142.

Mager R, Ratcliffe C, Knox K. Developing an operational framework: Standard workflows, operating,
and quality control policies and procedures for the collection, storage, and distribution of frozen and
paraffin-embedded tissue and blood. Prepared on behalf of DJ Kerr, Director, National Translational
Cancer Research Network and National Cancer Research Institute; 2004.

Merz J.F, Sankar P, Taube SE, LiVolsi VA. Use of Human Tissues in Research: Clarifying Clinician
and Researcher Roles and Information Flows. Journal of Investigative Medicine . 1997:45:252-257.

Stoneburner G, Goguen A, Feringa A. Risk Management Guide for Information Technology Systems
[online]. Gaithersburg, MD: National Institute of Standards and Technology; 2002. Available at
http://csre.nist.gov/publications/nistpubs/800-30/sp800-30.pdf. Accessed June 1, 2007.




WEB RESOURCES *

Code of Federal Regulations

Government Printing Office Access
http://www.gpoaccess.gov/cfr/index.html

Electronic Records and Electronic Signatures

Electronic Records; Electronic Signatures
Office of Regulatory Affairs, U.S. Food and Drug Administration
http//www.fda.gov/ora/compliance_ref/part11/

Health Information Portability and Accountability Act (HIPAA) of 1996

HIPAA Privacy Rule Information for Researchers
National Institutes of Health
http://privacyruleandresearch.nih.gov/

HIPAA Security Rule Information Series

Centers for Medicare and Medicaid Services

Department of Health and Human Services
http://www.cms.hhs.gov/EducationMaterials/04_SecurityMaterials.asp

Research Repositories, Databases, and the HIPAA Privacy Rule
National Institutes of Health
http//privacyruleandresearch.nih.gov/research_repositories.asp

Medical Privacy — National Standards to Protect the Privacy of Personal Health Information
Office for Civil Rights - HIPAA

Office for Civil Rights

Department of Health and Human Services

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

Protecting Personal Health Information in Research: Understanding the HIPAA Privacy Rule
National Institutes of Health
http//privacyruleandresearch.nih.gov/pr_02.asp

10 AIl listed Web sites were accessed on June 1, 2007.

45



Human Subjects Protections

Office for Human Research Protections
Department of Health and Human Services
http://’www.hhs.gov/ohrp/

Human Subjects Policy Guidance

Office for Human Research Protections
Department of Health and Human Services
http://www.hhs.gov/ohrp/policy/index.html#human

Guidance on Research Involving Coded Private Information or Biological Specimens
Office for Human Research Protections

Department of Health and Human Services
http://www.hhs.gov/ohrp/humansubjects/guidance/cdebiol.htm

Informed Consent Policy Guidance

Office for Human Research Protections

Department of Health and Human Services
http://www.hhs.gov/ohrp/policy/index. html#informed

Issues to Consider in the Research Use of Stored Data or Tissues
Office for Human Research Protections

Department of Health and Human Services
http://www.hhs.gov/ohrp/humansubjects/guidance/reposit.htm

Informatics System Development

Capability Maturity Model Integration

Carnegie Mellon® Software Engineering Institute
http://’www.sei.cmu.edu/cmmi/

Informatics System Security

Risk Management Guide for Information Technology Systems
National Institute of Standards and Technology
http://csre.nist.gov/publications/mistpubs/

National Cancer Institute and Biospecimen Resources

Biospecimen Research Network
http://biospecimens.cancer.gov/sciences/symposium.asp

cancer Biomedical Informatics Grid
https‘//cabig.nci.nih.gov/

Case Studies of Existing Human Tissue Repositories
http://biospecimens.cancer.gov/nbn/rand.asp

Harmonizing Processes and Policies for NCI-Supported Biorepositories
http://biospecimens.cancer.gov/biorepositories/bcc_summary.asp

National Biospecimen Network Blueprint
http://biospecimens.cancer.gov/nbn/blueprint.asp

Office of Biorepositories and Biospecimen Research
http://biospecimens.cancer.gov/

46



National Institutes of Health Policies and Guidelines

Certificates of Confidentiality Kiosk

Office of Extramural Research

National Institutes of Health
http:/grants2.nih.gov/grants/policy/coc/index.htm

Guidelines for Research Involving Recombinant DNA Molecules
Office of Biotechnology Activities

National Institutes of Health
http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html

NIH Data Sharing Policy

Office of Extramural Research

National Institutes of Health
http://grants.nih.gov/grants/policy/data_sharing/

NIH Research Tools Policy

Sharing Biomedical Research Resources: Principles and Guidelines for Recipients of NIH Research
Grants and Contracts

Office of Technology Transfer

National Institutes of Health

http://ott.od.nih.gov/policy/research_tool.html

Uniform Biological Material Transfer Agreement (UBMTA)
UBMTA Federal Register

The Association of University Technology Managers
http//www.autm.net/aboutTT/aboutTT_umbta.cfm

47



ACRONYM LIST

BMBL Biosafety in Microbiological and Biomedical Laboratories
BRN Biospecimen Research Network

BSL biosafety level

caBIG™ cancer Biomedical Informatics Grid

caDSR cancer Data Standards Repository

CDC Centers for Disease Control and Prevention
CDEs common data elements

CFR Code of Federal Regulations

CMMI Capability Maturity Model Integration

DNA deoxyribonucleic acid

FDA U.S. Food and Drug Administration

DHHS U.S. Department of Health and Human Services
HIPAA Health Insurance Portability and Accountability Act of 1996
TIATA International Air Transport Association

1P intellectual property

IRB institutional review board

ISBER International Society for Biological and Environmental Repositories
IT information technology

MTA material transfer agreement

NCI National Cancer Institute

NCICB NCI Center for Bioinformatics

NIH National Institutes of Health

OHRP Office for Human Research Protections

OSHA Occupational Safety and Health Administration
PHI protected health information

QA quality assurance

QC quality control

QMS quality management system

RNA ribonucleic acid

SLA Simple Letter of Agreement

SOPs standard operating procedures

UBMTA Uniform Biological Material Transfer Agreement
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