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Objectives

» By applying a regulatory framework to your daily research
agenda:
= Learn how to operate under SOPs

* Discern which regulations apply to which studies
* Write and work with your SOPs

o Learn how to build solid organizational systems
 Case Study: Regulatory binder

= Learn how to be rigorous about self-QA
 Case Study: Consent SOP



SOPs

* Which regulations apply to my research?
e What are SOPs?
* What SOPs do | need?

* How do | work with my SOPs?
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Which regulations apply to my research?

« All studies

= GCPs, sections 4, 6 and 8
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryinforma
tion/Guidances/UCMO073122.pdf

= OHRP Guidance for Investigators http://www.hhs.gov/ohrp/policy/index.htm|

= OHRP Regulations (“The Common Rule,” 45 CFR 46 - standards for IRB review)
http://www.hhs.gov/ohrp/humansubjects/index.html

= HIPAA Guidance for Research
http://privacyruleandresearch.nih.gov/clin research.asp

= HIPAA Regulations for Research (“The Privacy Rule,” 45 CFR 164.508)
http://edocket.access.gpo.gov/cfr 2010/octgtr/45cfr164.508.htm



http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf
http://www.hhs.gov/ohrp/policy/index.html
http://www.hhs.gov/ohrp/humansubjects/index.html
http://privacyruleandresearch.nih.gov/clin_research.asp
http://edocket.access.gpo.gov/cfr_2010/octqtr/45cfr164.508.htm
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Which regulations apply to my research?

« Drug/Product Intervention Studies

= FDA Guidance for Investigators
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/Guid
ancesinformationSheetsandNotices/ucm113709.htm

= FDA Regulations (21 CFR 50, 54, 56, 312)
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
* Device studies

o FDA Guidance on Medical Devices
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/
default.htm

= FDA Regulations (21 CFR 50, 54, 56, 812, 820)
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm



http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/GuidancesInformationSheetsandNotices/ucm113709.htm
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/GuidancesInformationSheetsandNotices/ucm113709.htm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/default.htm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm

What are SOPs?

» Standard Operating Procedures:

= The procedures and processes that people operate under, which are standardized to
ensure things are done the same way each time.

= Detailed, written instructions to achieve uniformity of the performance of a specific
function. (ICH GCPs)

o General processes common to running all studies
 Why do | need SOPs?

= Ensures usability of data through compliance

= Creates efficiency

o Useful for training
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What SOPs do | need?

Examples

IRB Review: Initial, Amendments, and Continuing Review

Protocol Compliance

Recruitment

Informed Consent Process

Regulatory Recordkeeping

Unanticipated Problems, Protocol Deviations, and Adverse Events
Study Closure

FDA Inspections: Preparation, On-Site, and Post-Inspection

O ® N o U B W N PR

Writing, Approving and Revising SOPs



How do | work with my SOPs?

* Beginning:

= Find and revise institutional templates

Versions and dates

= Train yourself and staff
Document

* Ongoing
= Reference often
They can’t help you if you don’t use them.

o Annual review
Revise
Retrain and document



Building a solic organizational system
Case Study: Regulatory Binder
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* What is a Regulatory Binder?

= An organizational system for maintaining all study-related
documents

« Why do | need it?
o Efficiency
* Compile all study-related documentation in one place
o Ease of access
* Resource to retrieve study information
= Regulatory compliance

* Ensure compliance with federal and local departments (FDA, HHS,
OHRP, IRB) and sponsor (NIH, industry)
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Regulatory Binder

o Sa m p I e fo rm S O n | i n e Regulatory binder forms

. * Regulatory Binder Contents Checklist

o htt p ://WWW. |t h S . O rg/fO r m S « Study Contact Information

« Signature List and Delegation of Responsibilities Log
» Study Personnel Licensure Verification

¢ Study Team Training Log

¢ Meeting Minutes

¢ Subject Screening Enrollment Withdrawal Completion Log
+ Subject ID Log

+ IND Safety Report Log

+ Phone Call Log

+ IRB Submission and Approval Tracking Log

+ Consent Form Version Log

» Study Product Dispensation and Accountability Log

* Master Adverse Event Log

* Master Serious Adverse Event Log

* Protocol Deviation Log

¢ Study Monitoring and Site Visit Log
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Reguloren: Dessmmenion List Regulatory Documentation List

T *  Emdy Contact Infoomation
Dommestatioe .

Signature List and Del=gation of Responsibilities Log

*  Comerls Vitee for 20l Members of the Stody Teem (fechedle medics] Bosespre pomber, medice]
emtns ot st e o ot spseai ' Table of contents
* Emdy Perconnel Licensure Vedfication
% Study Tesam Tmining Log
*  Dleeting Alinutes
Sumest Lags %  Subject Screening, Enrollment, Withdrawal [ Completion Log
* Enrolled Subject ID Log
7 Checkhsts *  Fre-3tudy Task Checklist
¥ DOn-Ztudy Task Checldist
*  Fost-Zrudy Task Checldist
* GCF Checklist

% Orngial and Revised Vemions of the Frotoss] mocleding sigraturs pazes, f ae
IrvestigatorBrockures), Cackags Dnsens) for ol Srodv

+  IND Safery Report Log

+  IND Safar Rapems

rodusts (if applisebls)

Spomsor ®  Spomsor Avard Letter

Commspondence barwem: the Tpomsor and Ievestizstor letten, memomsdems, phone call
logs, faosimadles, mewrslatters, and copdss of slactoedz comespondenos)

®  AllVersiows of Fomm FDA-1571/FDA~1572 [if applicable]
i applizatly

»  Fiuwde Disclosure Starement for Imrestigators)

v IRB fubmission and Approval Tracking Log

*  Appeoved IRE Applisstizus, Comsent Fomas, Afaterials, Alodif . Stamus

Flaparts, etz

*  Ficilem Fapom Ravies

.

0
Informed Comsent * Consent Foorm Venion Log

# IEE -Approved Versions of Comsert Forms [blaxk forms)
Studr Produot *  Zmudy Freduct Dispensation and Accountability Log
Accomxtabiiy *  Study Prodeet Order Fomas

* S oduct Shipment Recoods

Advems Everty *  Master Adverse Event Log
#  Master Sercus Adverse Event Log

®  Seriows Adverse Evert Raports Svbmitted to the IRE

Frotoeol Deviztioes *  Dlaster Protocol Deviation Log
Laborztorr Records ®  Cumest Laborztory Accreditztion awd Certifiestion (21l Rborztodes used)

*  Momual Lebomtor Rarges comssponding toall stodvreleeed amabies)
prEE—— *  Commspondence and Fepors Regasding Regvletorr Dmspestions and Avdis
Tmspeatoms md *  Ztudy Monitodng and Site Visit Log

®  Smomsor Aoedtormz Raports

¢  ICH Guidelines

¢ IfFDA-regulated: 21CFR 50, 21 CFR 5§, 21CFR 312
¢ IfOHRP-repulated: 45 CFR 44

* Ifsubjectto HIFAA: 45 CFR 160, 45 CFR 164
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Study Contact Information

£t £

Mame of Study

» Be sure to keep it updated as staff
change

Contact Information

Name Telephone Email

Resource Telephone Email
24-hour emergency W06-_
telephone number
UWMC Paging 206 558-6150
UWMC-IDS 206 558-6054 idssam @u.washington.edu
Research Lab Services 206 £16-857% rts@u.washington.edu
UWMC Lab 206 598-6224 ledaran@u.washington.edu
IRE Administater 206 543-00%8

IRE Approval 07/01/200% through 06/20/2010
Current consent form date: 07/22/2009
AAAE [Budget #:
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Signature List and
Delegation of
Responsibilities Log

ITHS

ot

ITHS Research Resources
Signature List & Delegation of Responsihility Log

« Ultimately, the Principal

Principal Investigator

e Al Note: LUpdste this log in & timely mannsr 55 new personngl are added andior study roles changs. InveStigator (i.e.’ you) are 100%
Cea mestgaion S, responsible for the study
coordinator,” "data X » (See key .
1# Staff Member Name manager,” efc.) Staff Member Signature Initials | below) Start Date End Date ° You Canlt *usua”y* do It a”
: yourself, so this is the form that
4
: documents how you will
! delegate responsibilities that
: you will not do yourself
P —————— * Again, be sure to update it as
EEEEE ' staff and responsibilities change
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Study Personnel Licensure
ITHS Verification

NG
ITHS Research Resources
Study Personnel Licensure Verification

I » If the study procedures require
Study Toc credentialed staff, there must be
e o documentation that staff have

Name State Type Last Issued Expiration Status Verification
been properly credentialed.

» Keep this list for staff members
who will be delegated
responsibilities for which
credentialing is required (like
MDs, NDs, RNs, PharmDs, etc.)

» Again, be sure to update it as staff

https: fortrezs wa gov doh providercradentizlzearch SearchCriteriz zspx C h an ge
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ITHS
TP
IS Reseach Resources Study Team Training Log
= » This log documents the
MName of Team ERolein Smdy Descnpnumocf Date Training . o« . .
Member Trining Compleced completion of staff training as it

relates to delegation of
responsibilities from the Pl to staff
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ITHS

T
ITHS Research Resources

S s s e Study Team Meeting Minutes

[Friucipal Investgator I |
[Frudy Tin= [ |

Mlezeting Date:

Artendess

S Tossen * Atemplate to document the
discussions at team meetings

Discussion Ttems, Summary, and Action

Surwnan:

Action to be taken:

Surwnan:

Action tobe taken:

Surmmarny:

Action to be taken:
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Screening, Enroliment,
ITHS Withdrawal, and Completion Log

I
ITHS Recearch Resources .
Sulnect Sceeeming, Encollment, Withdeaval /Completion Log [ ] Th IS type Of |Og WO rks best a S
Sui Tl o an Excel spreadsheet for a
Bubject ID Date Consent Jigned Date Subjecluet Date Subject Ifapplicable: Ifapplicable: I a rge r St u d y
o ErrEen Drate Subject Diate Subject Teaninated

and Reason | and Reason

e It can be maintained
electronically but printed in
preparation for a monitoring
visit

*1f zubject did not meet enrcllment crteda, note date and reazon here
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ITHS
ITHS ?j;i:cglgi:umes Su bJeCt ID Log
Study Title / Number:
Asiigned StodyD_| Sobject Name (Lust, Ficst) | Subjest Comtact Iaformation * It should NOT be kept in the

Regulatory Binder, but in a
separate, secured place as
specified in the IRB application

* It should be readily accessible to
the members of the study team
who need it, as specified in the
IRB application




T
ITHS Recearch Resources
IND Safetr Report Log
Study Title / Number:
Date Report of Date Reported to Action Required by
Received Event (including | IRB IRB? (if none, state
dates, report Fc) SMNSAT)

RRRRRRRRRRRRRRRRREA

IND Safety Report Log

If you are doing an FDA-regulated
study with an Investigational New
Drug (IND), this log can help you
keep track of receipt and
reporting of the IND Safety
Reports

Best as an Excel spreadsheet
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7380 ITHS Phone call log
I

ITHS Research Resources
FPhone Call Log

Principal Tnvessigator * Atemplate to document
Srudy Title / Mumber: . . fe . .
significant conversations might
Dosumentation of conveszations between research :tafland the study sponsor (if applicable) . .
s oo e e ot e o, he e be with the NIH or other funding
the converzation (e.z. decisions, acticns, questions, answees, multiple atremprs,

agency/sponsor, the IRB,
FDA/OHRP, or institutional
personnel

Darte of Call | Details

* It can be maintained
electronically but printed in
preparation for a monitoring
visit
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ITHS

>

ITHS Recearch Resources
IRE Submizson and Approval Tracking Log

Study Title / Mumber:

Document
Submitred*

IRE Submiszion | Datesof IRB

Drate

RE: Submizzsion

IRE Approval
Date

Date Wetten
IRE Approval
Received

Report, ete.

*For example: IRB Application, Modification of Frocedures, Revised Consent Form, Status

IRB Submission and Approval Log

» This works best as an Excel
spreadsheet that can be printed in
preparation for a monitoring visit
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I

>

HS

ITHS Research Rezources

Conzent Form Version Lag

Study Tidle / Mumber:

Conzent
Document

Conzent
Form
Version Date

Submmssion
Date

IRE Stamp-
Approval
Date

Date
Fecaved
from IRB

Verson®

approral date,

*Ifthe conzent foom replace: a previous verson, hist the previous vermon’s IRE stamp-

Consent Form Version Log

Like the IRB tracking log, this
consent version log captures
time-specific information on IRB
approval status for consent forms

It may only be necessary to use
one of the two logs
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Study Product Dispensation and
Accountability Log

ITHS  If you are administering drugs,
e devices, supplements, etc. during
Study Product (Drug) Dispenzation and Accountabbty Log .
S your st.udy{ You are r.espon5|ble
Srudy Ti / Number for maintaining detailed records
BN v oS et el i oo el R of the use of study product

* This log works best as an Excel
spreadsheet and can be printed
in preparation for a monitoring
visit
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Master AE Log

» AEs are always maintained in the
ITHS participant’s individual study
2 B Bests record, but there should also be a
v T—— — master AE log where all AEs
— —— reported for the entire study are
| o e P e e i e documented as a group
« Some (not all) IRBs require
reporting of all AEs annually
» This log works best as an Excel
spreadsheet and can be printed in
preparation for a monitoring visit
e Complune AF ceport o T3 e oo IRB b, foem e et




RRRRRRRRRRRRRRRRRREAA:

Protocol Deviation Log

* You should maintain records of all
ITHS protocol deviations, their resolution
. and IRB reporting status

" Petooet Devition Log.
e | * Protocol deviations related to
| Study Title / Number: | | . .. ..
— — — individual participants may be
T == e e _ L
S : ' fneiuding dstaof | toSponsor |tolRB | IR (rate “nome” included as a Note to File in the
recolution) (if funded) ifno action
required - .
e participants’ study record, but there

should also be a master protocol
deviation log where all deviations
are recorded for the study as a
whole

« Some (not all) IRBs require reporting
of protocol deviations annually

* This log works best as an Excel
spreadsheet and can be printed in
preparation for a monitoring visit
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ITHS . : ..
TG Study Monitoring and Site Visit
ITHS Reczearch Resources

Srudy Memtonng and Site Visit Log Log
Prncipal Invesugator:
Study Tide / Number:
e e e e «  When a monitor reviews the study,
Start for Visit Visitor End . .
Dae Depiment Dae you should have them sign in and

out as a record of their visit

» Depending on the results of their
review, they may or may not
provide a report back to you
documenting their visit (they are
less likely to if there were no issues
noted)

* This can be a problem if there is
documentation they had scheduled
a visit but issued no report, as it
makes it look like you lost the
report




RRRRRRRRRRRRRRRRREA:

Tips for maintaining a Regulatory Binder

» Make a “key” to your filing system for reference
= GQuidance to the Reg Binder SOP

 File new/updated documents as soon as received

» De-identify any participant information

» Keep all versions of documents (protocol, consent, recruitment)

* Know the record retention period for your study and
institution/facility
UW: http://f2.washington.edu/fm/recmgt/retentionschedules/gs/general/uwgs?

FHCRC: http://www.hvtn.org/events/daidsstorage.html
Seattle Childrens:



http://f2.washington.edu/fm/recmgt/retentionschedules/gs/general/uwgs7
http://www.hvtn.org/events/daidsstorage.html

Be rigorous albeut selr=Q/A~
Case study — Consent SOP
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« What is self-QA?

= Ongoing internal review process to promote successful,
streamlined operations

 Audit of internal recordkeeping practices
-« Systematic way to identify, correct and prevent errors

* Why should | do self-QA?
o Catch errors early

m}

Look for trends in errors and address them systemically
Maintain regulatory compliance

Maintain data integrity

Protect your participants

[u]

m}

[u]
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What do | need for self-QA?

» Sample forms online

o https://www.iths.org/forms
» Self-Audit - Regulatory Documents Checklist
» Self-Audit - Participant Records Checklist

OR
* Build QA into your SOPs



https://www.iths.org/forms

Regulatory Documents Checklist

Description

O Investigator's
brochure/package
insert

O ma

This documentcontains a collection of all relevant information known priorto the
start-up of a particular clinical trial and includes pra—clinical dats (chamical,

phamaceutical, and toedicologicaly; phamecokinetic and 915“‘15531)-'15"‘1":151.5
n snimals and man; andthe results of esrdierclinics|trisls.

REVIEW NOTES:

O Form FDA-1572
O wia

This formis required forclinicsl research studies invaolving drugs or gay

reaulated by tha FDA and is theinvasigstor's agreament to parform the study

scconding tospplicable federsl regulstions. po

REVIEW NOTES:

O Form FDA-1571
O wia

This formis the covershestforinvestigstor-sponsorad IMND spplications as wel as
the coversheet forsll subsequent comespondence to the FDA conceming the
nvestigator-sponsorad IND such 235 snnual progr raports, safety repons,
maodifications etc. Form FDA 1571 is not required for IND's sponsored by 5
pharmaceuticsl CoOmpany. [c

REVIEW NOTES:

O Protocol and
CRFs

A copy of the IRB-approved protozol snd sample CRFs should be keptin this
section. If the protocol/'CRFs are modified throughout the course ofthe study, &
copy of 2ach subsequently spproved protoool version shoul :l beadded tothefie
snd maintsinad in chronologicsl order. o z

REVIEW NOTES:

O IRE Research
Application,
Modifications,
Continuing Review
Reports, and IRE
correspondence

A copy of the IRB-approved research applicaton, modifications, confinuing revew
reports, close-putreport, and corespondance with l'1=-IF{B shou :|:J=- <=:Jl n this
section maintsined in chronological order.

REVIEW NOTES:

O Censentformis),
recruitment
materials, and HIP A&
authorization forms

Allversions of consentform(s), recruitment materisls, HIPAA authorizsation forms,
snd any otherwrtten information spproved by the IRE to be provided 1o
participants should be filedin this sacton. Ifthareare modificstions to the
consant form(s), the originals should be scourstely dstedand maeintsined in
chronologicslorder. Careful stiention mustbe givento this process so that
subjectsars g v="'|1."n= comect varsion ofthe consent form whanthey are enrolizd
nto the study. ¢

REVIEW NOTES:

O IREroster

A copy ofthe IRBE rostershould be kapt in this section to :lnr'.J”'Pﬁn"nQ‘lm:-IRB s
constituted in accordance with regulstory requiremants. o

REVIEW NOTES:

O Screening,
enrcllment, and

These logs shouldlist all people who signed the consantform andwere screensd
to participate in the study (screening), those who met eligibility criteris and wers

IR A

Regulatory Documents Checklist

* Double check your regulatory
binder and records at least annually
(and in advance of any monitoring
or inspection visit)
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ITHS

Participant Records Checklist

R Participant Records Checklist

INFORMED CONSENT

Was consent chtained prlnrm beginning any study REVIEW NOTES:
procedures? (o= z

E4 2 CARZ

E| Yes O No I:| See notes
SUBJECT SELECTION CRITERIA

Did the subjectmeetthe inclusion/exclusioncriteria of REVIEW NOTES: 4 DOUble CheCk a pe rcentage Of your

the curre ntappr{wed protocol attime of enrcllment?®

M ves M No B Seences participant records at least annually

DOCUMENTATION AND VERIFICATION OF PROTOCOL COMPLIANCE
Were all study inte rvention/procedures a dministered REVIEW NOTES:

according to the IRB- and ITHS- approved protocol and (and in advance Of any monitoring

cnnsentln menmellnespemﬁed

e e e B o O seenotes or inspection visit)

:’ND did miljs’,se_d E:[?cedl.lres Ihav_e reasons
T g A B ves @ e » If there are discrepancies, report

If censidered violations, were they reported to the IRE?

kAR O WAL Ye: ONo _ them to the IRB/sponsor, document

Was data requlred by the protocol reported accuratelyon | REVIEW NOTES:
the CRFs and consistentwith the source documents?

resolution of issues with Notes to

O na O Yes O Ne

Were adverse events, concomitantmedications, and REVIEW NOTES: F i I
|Ilnesses repDrted in cmrdanﬁe with the e
protocel ¥ o= ec=ssam 3

: O Ho
Was any research related activity e.g., specimen ordata | REVIEW NOTES:
collection, procedure or intervention, ete.) conducted for
aresearch purpose that was not speclﬁed inthe

approved consent and protocol ? oo ec= s 51
O Yes O Ne O Seenctes
Were all source documents and other study records REVIEW NOTES:

accurate, cnrnplete kept up -to-date, and maintained?

I:| Yes O No O Seenctes
Were there any data entry errors, omissions, or REVIEW NOTES:
illegihility in the study documents? (o= 2z 2924

O ves O Ne O See notes
IFYES, were appmprlate comections made?
DTS EIS EAEA O wAa O Yes O Ne
Ifthe parnclpantmmdrew wasthis reportedand REWVIEW NOTES:
explainedin the participant’s record?
DCH BCF S18.4mu] O WA O Yes O Neo
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GQuality Assurance Review Sheet for Informed Consent

Principal Investigator:

or T e QA process in the SOPs

Conducted by On |

Ny

Informed Consent @A ReviewCriteria Yes | No | N/A Comments

1. Did the patient signand dst=th= correct . . .
version ofhe IRE approv<d consert form oo * Summarize your QA steps within
to eligibiity and enroliment proceduresbeing

conductad? f NO:

s  Motify the Pl and documanttha discovary o o o you r SO PS

n & note to file, placedin the reseamch
chart.

s  QObtain a signed consent form st the nedt
svailable opportunity

s  |fnotaleady reportedto the IRE, reportit
within 10 working days.

2. Did the memberofthe research team sign

and date the patienfs consent form? If NO: 4 QualityAssurance

»  Motify the Pl and documentthadiscovery

n s nate to file, placed in the rasesrch a. Afterthe first 10% of patients are enrolled and annually thereafter, a member of
chart. o(oj|o the research team not directly involved in daily operations for the study
+  Obtsin s signed consent form fram both completes a periodic internal review of compliance with the SOP and IRB-
parties at the next available opportunity. approved informed consent procedures for all enrolled participants in the study.
»  Ifnotalrzady reportadto theIRE, report & The member of the research staff will use the "Quality Assurance Review Sheet
within 19 warking deays. for Informed Consent” to conduct the review.

3. Do the dates of the patienfs and investigsiors b

sanasturzsmateh? IF 10 The member of research team provides the completed Quality Assurance

Review Sheet for Informed Consent to the <==Research Administrator, Pl== for
review and determination if immediate corrective actions and long-range process
improvements are necessary.

» [ftharzsson iz 2xplained onthe consant
form, no action required.

»  |fnoresson is cited ontha consantform, . . =
sscertain theressonforthediscrepeney. | O | O | O c. Ifnecessary, the team notifies the IRB of any problems identified through the

+  Iftha discrepancycannat ba sxplainad, review within ten working days.
documentthadiscovery in a noteto file,
plecad in tha resserch cher.

»  |fnotslr=ady reportedto the IRE, report i
within 10 working days.

g. |z 5 copy of the HIPAA autherization in the
resaarch file? IfNO:

+  Checkthe patient's madicalrecord. Ifit
cannot be locsied, documant the
discoveryin 8 noteto file, pleced in the

ra:

» Obtsin s new HIPAA suthorizsfion at the
naxt available opportunity.

»  |fnotsir=ady reportedto the IRB.report i
within 10 working days.

]
0
rn
o]
o
@
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Tips for self-QA

* Self-QA for highest impact issues
° Informed consent
o Eligibility
o Adverse events
= Study product accounting
» Stick to it!
= Choose a schedule that is easy to follow
= Choose a reasonable volume (25% vs. 100%)
= Divide responsibilities equally amongst staff



SUMMmary

Reference regulations and guidance often!

Connect your daily work with the regulations to
* Operate your research program under SOPs
* Create solid organizational systems for your regulatory documents

* Be rigorous about self-QA

These actions ensure the validity and publish-ability of your data
(which leads to future funding for more!)



Questions?




