Managing a Research Team
Organizing, Hiring, Training, Delegating and Supervising




Pl responsibilities and organizing a research
team

Hiring research staff

Effective training for research support staff
Appropriate delegation of tasks to staff
Successfully supervising research staff



Step 1.

Organizing a research team




Organizing a research team

Know your responsibilities as the PI

Be ready to:
Delegate
Train

Supervise



Organizing a research team

Blame for Poor Research Conduct

Investigator’'s Report FDA/IRB/Institution Position

4% 4%

100%

39%

Coordinator

17%

n (parties blamed) = 23; n (cases) = 20 Woollen, S.W., CDER, FDA, 2000



Organizing a research team

Investigator Responsibilities
Conduct or supervise the investigation

Inform all members of the research team about
their obligations

Adhere to the protocol

Comply with regulatory requirements regarding
obligations of principal investigators

Ensure regulatory approval (IRB, IACUC)
requirements are met



Organizing a research team

Investigator Responsibilities (con’t)
Maintain accurate records

Report changes in the research activity,
unanticipated problems and adverse events

Ensure study data is verifiable
If Human Subjects:

Inform participants about experimental nature
of research and study purposes

Ensure an ethical informed consent process



Organizing a research team

Lack of knowledge of your responsibilities
may resultin:
Study delays
Risk to subjects
Poor data
Frustration

Risk of for-cause audit




Organizing a research team

Knowledge of investigator responsibilities
leads to success, via good:
Delegation
Training
Supervision

Your research is in your
team’s hands!




Organizing a research team

How do you know who you need on your research team?

Analyze your project(s) and ask yourself:

If you were doing it, how you would do the project?
Identify individual tasks
Group tasks that flow together
Assess volume of tasks

If you aren’t sure about anything or need ideas,
seek advice from experienced colleagues.

=
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Organizing a research team

TIP: Make an organizational chart:
Group tasks/roles
|dentify the types people you need to do the tasks
Estimate the amount of time each type of person needs to have to do the tasks

Dr. Right
PRINCIPAL INVESTIGATOR
Heads the team — 5%

SUB-INVESTIGATORS Research Nurse/Coordinator Research Coordinator
Assist with consents, Manages the study, paper flow, Regulatory paperwork,
performs physicals — 20% administers drug —30% recruitment, scheduling —30%

Clinical Resources — 15%
Lab techs
Imaging techs
Pharmacy



Organizing a research team

Once you've divvied up the tasks...
Assess time required and funding:

Decide what you can do yourself
Decide what you'll delegate




Organizing a research team

Finalize the details...ask yourself:

What skill sets are needed to carry out these
tasks?

How long will it take to complete the tasks?
How much funding do you have?

How much does it cost to hire this team?
Work station + supplies! s ~

?
P& [F
Iit's QUESTION TIME!!
\. _/




Step 2:
Hiring research support staff




Hiring research staff

Develop a job posting
Based on analysis,
determine:

Position title

Minimum necessary education

Minimum necessary
experience

Pay grade and proposed pay

UNIVERSITY of WASHINGTON

IEZTE | U bedicine Jobs  Faculty Jobs | Library Jobs | Student Jobs

RESEARCH COORDINATOR / REGULATORY SPECIALIST




Hiring research staff

You have many choices for research staff

Professional
http://www.washington.edu/admin/hr/roles/mgr/comp/prostaff/payrol
ltitles/payrolltitle-list.htmI#Research

Classified

http://www.washington.edu/admin/hr/ocpsp/compensation/alpha.sort
files/alpha.sort.html
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Hiring research staff

PROFESSIONAL STAFF CLASSIFIED STAFF

Research
i i i State Maximum
Jodb Payroll Title Grade o“]er'i;'lﬂe Payroll T'tlel bl Job Job Title Job Class Representative Pay Pay Minimum Incremental oT
Code Eigible Descriptor Available Code Code Group Table Range Mo. Rate Mo, Rate Eligible
1793* | APL-DEPARTMENT HEAD 13 N Reference Mo. Rate
APL-FIELD ENGINEER 8 ¥
1729% | APL-FIELD ENGINEER 2 f] N
APL-FIELD ENGINEER 3 10 N RESEARCH AIDE 1 s181 51783 ¥
MARINE ENGRG MANAGER. | 11 N RESEARCH AIDE 1 - EIOENGR ONLY EI £1181 s2E55 Y
MASTER THOMPSON 1 N
— RESEARCH AIDE 2 B4 7 ¥
MEDICAL PHYSICIST 11 N
Job code links for Research Scientist/Engineer RESEARCH AIDE 2 - BIOENGR ONLY E 7 Y
open the generic job description for the respective payrall title
ARCH ANALYST 7 ¥
RES SCI/ENGR - ASST 5 ¥ RESEARCH ANALYST 1 &
RES SCIENGR 1 [ ¥ gE2g RESEARCH ANALYST 1 EI 7 s2481 ¥
RES SCIENGR 2 ! Ll RESEARCH ANALYST 2 B4 4 s2815 Y
RES SCI/ENGR 3 & N Research
RES SCIENGR 4 9 N Scientist/Engineer RESEARCH ANALYST 3 B4 47 3156 4255 ¥
RES SCI/ENGR-PRINCPL 11 N
RES SCI/ENGR-SR 10 N RESEARCH ANALYST LEAD $4557 Y
RES SCI/ENGR-SR PRIN 12 N RESEARCH D1 "
ARCH C AN 5
RESEARCH CONSULTANT 5 Y RESEARCH DIETTTI |-.
RESEARCH CONSULTANT & ¥
RESEARCH CONSULTANT 7 v RESEARCH LITERATURE ANALYST B4 42 S2816 ¥
RESEARCH CONSULTANT 7 N Research N N
- ARCH STUDY ASSISTANT - <2283
AESEARCH CONSLLTANT 2 o Comultant 56 RESEARCH STUDY ASSISTAN B4 33 $228
RESEARCH CONSULTANT 2 i RESEARCH STUDY & OR 1 E4 & 52887 S0 Y
RESEARCH CONSULTANT | 10 N
RESEARCH CONSULTANT | 11 N RESEARCH STUDY Cf B4 3 £2883 c3zss ¥
RESEARCH COORDINATOR | & ¥
RESEARCH COORDINATOR | & N RESEARCH STUDY B4 4 £2883 s3856 ¥
RESFARCH COORDINATCR | 7 v — 571 RESEARCH STUDY SUPERVI 4 4014 N
RESEARCH COORDINATOR | 7 N pesearen
Coordinator RESEARCH TECHI B4 3z £3186 ¥
RESEARCH COORDINATOR 8 M A e = == s
RESEARCH COORDINATOR | § N RESEARCH TECHWOLOGIST 1 - EIOENGR ONLY EI 3z £3135 Y
RESEARCH COORDINATOR | 10 N _ . . o
= RESEARCH TECHNOLOGIST 2 B4 40 s2683 N
RESEAR.CH MANAGER. 7 N
RESEARCH MANAGER 3 N Rescarch RESEARCH TECHWOLOGIST 1 - EIOENGR ONLY WFSE Campus EI 40 £2683 53543 N
RESEARCH MAMAGER E N Manager
1770 | RESEARCH MANAGER 10 N
1430 | SOFTWARE ENGINEER 10 N
1491 | SOFTWARE ENGINEER 11 N
1188 VETERINARIAN f] N
1192 | VETERINARIAN SENIOR 10 N

1193 VETRM SUPY i1 M




Hiring research staff

Temporary Options:

Professional staff project appointment
http://www.washington.edu/admin/hr/roles/mgr/hire/prostaff-
temp/index.htm|

Classified direct hire temp
http://www.washington.edu/admin/hr/roles/mgr/hire/directhire-
temp/index.html

UW temporary staff "UTemp Staffing”

http://www.washington.edu/admin/hr/roles/mgr/hire/utemp.html
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Hiring research staff

Professional staff

Complete forms:
Job Description

Research Activities Form
OR

Research Scientist/Engineer
Questionnaire

HR prostaff link:
http://www.washington.edu/admin/hr/rol

es/mgr/hire/prostaff/index.html

University of Washington | Human Resources | Compansation Office

PROFESSICIN}\L STAFF POSITION DESCRIPTION — RESEARCH ACTIVITIES FORM
restruc

ngthlsh)rmlnMS

POSITION IDENTIFIERS

mm/dd vy

0.00 % = Amount of total time this position devotss 1o th

IDENTIFYING AND DEFINING RESEARCH PROBLEMS

% of time iz solely rezponsible

%% of time cant contributions

% of time 5 n|::utt: be develepad by more senior position
2 of time

O ha little ar no respoansibility for this tazk

DESIGNING APPROACHES OR HYPOTHESES TO BE TESTED AND METHODOLOGY TO BE USED

b of time iz s '\I=ly rezponsible
cant contribut
%5 of time  provi loped by more senior pesition
2 of time  ather, H

O hs=s aresponsibility for this task

DESIGNING SPECIFIC PHASES OF RESEARCH PROJECTS

% of time iz = "|=hr respons ible

%% of time icant contributions
% of time  prov nput to be developad by maore senior position
2 of time  ather, =

O hess little or na responzibility for this task

ANALYZING RESULTS

% of time iz solely rezponsible

% of time  prow cant contributions

%5 of time  prow sicinputto be developad by maore senior position

2 of time  ather,
O has lithe or no respansibility for this task

DEVELOPING CONCLUSIONS

% of timz iz zolely razponzible
cant contributions
sic input to be developed by mare senior position

% of time  ather, H
O hess little or na responzibility for this task

PRESENTING RESEARCH RESULTS IN PUBLISHABLE FORM

U of time iz 5 '\I=ly rezponsible
% of time  proe cant contributi
% of time  prov nput to be d
2 of time  ather, H

O has o responsibility for this task

lopad by more senior position

OBTAINING RESEARCH GRANTS (DOES NOT INCLUDE GRANT RELATED FISCAL/BUDGET WORK)

% of time iz = "|=hr respons ible

%% of time icant contributions

%o of time n|::utt3ba:|_ lap=d by more senior positian
2 of time

[m| ha; little ar naresponsibility for this task
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Hiring research staff

Classified staff

Create Job Description
The position’s primary purpose
General duties
Any duties that make this position unique to your department
Lead or supervisory responsibilities
Required skills, knowledge, abilities, or experience
Desired skills, knowledge, abilities, or experience

Conditions of employment — Credentials required including degree(s), licenses,
certificates, registrations, or other certifications that are required to perform the
essential duties of the position

Work schedule and FTE of the position
HR classified staff link:

http://www.washington.edu/admin/hr/roles/mgr/hire/classified/index.html
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Hiring research staff

Include in your job posting request email:
Appointing budget #:
Proposed monthly salary:
Payroll Title:
Working Title:
Job code (from the HR website list):
Type of vacancy (New, Replacement:
If replacement, indicate full name of person being replaced and reason for separation:
Provide Interview team members’ full name(s), including middle initial:
Supervisor’s full name:
Indicate if this position is 100% FTE (if not, indicate FTE %):
Work Schedule (e.g. M-F / 8-5 or Variable):
Job location (E.g. SLU, Harborview Medical Center, Health Science Center, UW Tower etc.):
Supervisory responsibility? Yes or No:
Will this position be funded by ARRA? Yes or No:
If not, indicate if it will be funded by ARRA in the future:

*If temporary, hourly/project appointment, provide proposed duration of the appointment
(Start and End Dates):

Does this position include any Sensitive Security/Safety job functions? Yes or No: Yes

Job posting duration (1 week, 2 weeks... 4 weeks) or it could be Open Until Filled, please
indicate:

Will the recruitment be limited or Open (open to only UW applicants or the public)?



Hiring research staff - Timeline

1. You contact your home department HR representative to request a new or replacement position be created and
posted in the UWHires system. You provide all required recruitment information (forms).

2. HR creates a new requisition in the UWHires system, which generates a requisition number, and the position is sent

out for approval.

3. Central HR Recruiter will review, approve and forward to Central Compensation

4. Central Compensation reviews and approves position. You may have to change your request based on their
feedback. This can take some time if they don‘t agree with you.

5. The Central HR Recruiter will draft the posting, and forward it to you for final review/approval.

6. Once posted candidates are able to apply: Pro-staff resumes are forwarded to you on Tuesdays, Fridays, and the
next business day after a posting closes. For classified staff, the assigned recruiter will review applicants for
qualifications and forward top candidates for you to review.

7- You review applicants, conduct interviews, and proceed with reference checks

8. When you choose your candidate, e-mail the candidate name to HR and include proposed salary amount and the
start date: HR prefers that candidates start on the first day of a pay period — 1st or 16th day of the month

9. HR includes this information for the selected candidate and forwards to Central HR for review and approval

10. When the salary has been approved, HR will notify you to move forward with making an “unofficial” offer,
contingent upon successful background check. Get the candidate’s date of birth for the background check.

11. With a clear background check, HR will produce a New Hire confirmation

12. After receiving the New Hire confirmation e-mail, HR will move forward with closing out the recruitment process,
draft the Offer Letter, set up New Hire Orientation, etc.

Start clock

3 days

2 days

5+ days

2 days

Depends on length of time
job is posted

Depends on your schedule
for interviews

Depends when you finish
reference checks

1day

1day

1day

2 days



Step 3:
Training the research team




Training the research team

Initial training
Foundational: Know the regulatory landscape

Institutional: Required training for all staff and
various research positions

Research Team: Big-picture scientific and

project specific training, plus task-specific

training for delegated responsibilities
Document all trainings!

Plan for ongoing training




Training the research team

Time requirement for onboarding

Varies if internal vs. external hire
If internal, less time
If external, up to 8o hours

Plan training carefully to stay within
your budget

*HR onboarding resource
http://www.washington.edu/admin/hr/pod/leaders/ee-
careerdev/onboarding/index.html
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Training the research team

1. Human Resources Onboarding

2. Home Department Payroll
Orientation

3. Home Department IT System Support
4. Campus Transportation

5. Workstation Orientation

6. Home Department Orientation

7- Study Team Orientation

8. UW Medicine IT Support

Pre-orientation (external hire with home department HR); New
employee training; Benefits orientation; Workplace Violence
Prevention & Response Training; Sexual Harassment Prevention
Training; General Asbestos Awareness

Employee ID, UW NetID, I-9, W-4, Direct Deposit, submitting
hours for payroll

Work station, access to servers, email

Buses, parking, shuttle system

Badges, phones, keys, access cards

Organizational chart, online staff directory, departmental SOPs
Add biosketch, CV, license to research files; assign a “buddy”

If employee needs access to EMR or Epic



Training the research team

UW Research Training

Centralized Training:
http://www.washington.edu/res
earch/compliance/required-

int ReqUired Training Most Viewed Courses
Funded Research - ——
General and specific to
SoM, NSF, PHS

Laboratory

WA UNIVERSITY of WASHINGTON

UW Research

Related Resources

aoaoonan
CoT T Mmool

Animal
Human
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Training the research team

Laboratory Research
http://www.ehs.washington.edu/psotrain/corsde
sc.shtm

Biosafety Training

Biosecurity and Biosafety Training

Bloodborne Pathogens Training for Researchers
Laser Safety Training

Managing Laboratory Chemicals

Radiation Safety Training

Respiratory Protection and Mask Fitting
Shipping Hazardous Materials
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Training the research team

Animal Research

Animal Use Training Program (online and in-person
training requirements)
https://depts.washington.edu/auts/requirements.html

Many of the laboratory trainings also apply

3 e UNIVERSITY OF WASHINGTON
# Animal Use Training Program
Contact Us Training Requirements:

Training Requirements
Listed below are the training requirements personnel need to complete in order

to work with animals at the University of Washington. For a full listing of the
Training Program's course offerrings, please visit the "Online Courses” and "In

Online Courses

In Person Courses

FAQs F "
Person Courses” pages
Forms
Links All individuals working with animals must complete the following

Courses Material

w Online Laws and Requlations training. This fraining mus V5
m Submit the Animal Use Medical Screening (AUMS) form to the Occupational Health

f be upaated every O years.

Nurse (OHN). Screen

= Submit a [lew Personnel form to the IACUC office to be added to your Pl's protocol
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Training the research team

Human Subjects Research

Protection of Human Subjects — CITI General,

UW Medicine

NIH, DoN
HIPAA COMPLIANCE
Many of the Laboratory Trainings apply

Clinical Research Budget Billing (CRBB)

Coding for clinical research

Epic training

Electronic Medical Records access CR CunNicAL RESEARCH
Institution-specific credentialing uwmc - B B Budgeting & Billing Support

http://www.uwmedicine.org/patient-
care/locations/uwmc/about/pages/credentiali

ng.aspx
Seattle Childrens — contact Home
Department HR

Mentorship on working with IRB, Radiation
Safety Committee, Radioactive Drug
Research Committee

CPR



http://www.uwmedicine.org/patient-care/locations/uwmc/about/pages/credentialing.aspx
http://www.uwmedicine.org/patient-care/locations/uwmc/about/pages/credentialing.aspx
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http://www.uwmedicine.org/patient-care/locations/uwmc/about/pages/credentialing.aspx

Training the research team

Project Specific Training
Big picture for all projects
Role-based training
How to interact with other types of members of team

Task-based training
Assess competency
Document in employee file

Give feedback at go-day review




Training the research team

Ongoing Training
Grow your team members

Budget for ongoing training
Add team to existing training list-serves

Find out what additional training is necessary at
1:1 meetings and annual reviews



Step 4:
Delegating tasks




Delegating tasks

Ensure that tasks are delegated to those who
are qualified by...
Education
Training
Experience
Assess competency




Delegating tasks

Document delegated tasks

Give the team member a
written description e

Maintain a list of those to
whom tasks are delegated

Describe the delegated tasks

|dentify the dates of involvement
in the study

Keep records of qualifying
training




Step 5:
Supervising




Supervising

Develop and nurture an open
line of communication

Stick to regular meeting schedule
and agenda
Review basic science and clinical issues

Update staff on any changes to the
protocol or other procedures — give
them the big picture
Individual reports on study progress
Adverse events
Deviations/violations

ITHS Research Resources

[Fmdr Te

Discussion ltems, Summary, and Action




Supervising

QA PROCESSES: SELF-AUDITING

Quality Assurance Review Sheet for Informed Consent

Principal Investigator:

Study Title / Number:

Participant Records Checklist

Conducted by on_|
Research Subject|D# \
INFORMED CONSENT Informed Consent QA Review Criteria Yes | No | NiA Comments
Was consent obtained |)r|DrlD I)Egmmng any study REVIEW NOTES: —
procedures? o= s . 1. Did the patiznt signanddste the correct
O ves O Ne O Seenotes version oftheIFlB approved consert form prior

me:
SUBJECT SELECTION CRITERIA
Did the subjectmeetthe inclusion/exclusioncriteriacf | REVIEW NOTES:
the currentapproved protocol attime of enrollment?
O ves O No O Seenotes
DOCUMENTATION AND VERIFICATION OF PROTOCOL COMPLIANCE
Were all study inte rvention/procedures administe red REVIEW NOTES:
according to the IRE- and ITHS- approved pretocel and
consentin the timeline specified:

O Yes O No O Seenotes
IFND, did missed praceﬂures have reasons 2.Didthe memberofthe research t2am sign
documented? 5 and date thz ot v

D NA O Yes O No
Ifconsidered viclations, were they re ported to the IRE?
O NA O ves O No
Was data required by the profocol reported scourately on | REVIEW NOTES:
the CRFs and consistentwith the source documents?

O nA O Yes O No

Were adverse events, concomitant medications, and REVIEW NOTES:
illnesses reportad in aceordance with the

protocel? 1o

O WA O Yes O No
Was any research related activity (=.g., specimen or dats | REVIEW NOTES:
collection, procedure or intervention, etc ) conducted for
a research purpose thatwas not specified in the
approved consentand protocol 7 o
O yYes O Ne O Seenctes
Were all source documents and other study records REVIEW NOTES:
acourate, complete, kept up-to-date, and maintained?

O Yes O Ne O Seenctes
Were there any data entry errors, omissions, or REVIEW NOTES: within 10 warking days.
illegibility in the study documents? ;
O Yes O No O Seenotes
IFYES, were approprise comecionsmads?
O wa O yes O Ne .
Ifthe pamclpamwlthdrew wasthis reportedand REVIEW NOTES:
e)tp\amedm the participant's recer
O nA O ves O No

= HIPAA authorization in tha

within 10 working days.




upervising

onsider using Standard Operating Procedures or a
rotocol-Specific User Manual

Documenting, Resolving, and Reporting Protocol Deviations
and Violations Procedure

PURPOS E:

Todescrbe e process of docam erting, resolulg, and reportieg protocol deustoss aid
Lok

POLICY:

mlﬂllgbﬁmlﬂ“&g"ml{ and ICH Good Gl kal Flacﬂcegllclellles, arsearch kam
Sh00ID 0O T ok e bt 3Ny e uiEto n from e IR B-approued rese 3mh piEn W ovt docame rted
FoproiEl Tom the s poxsar and IR B, e0c: ptwken: kecessan D ellmhak an mmedat: Eran
0 s e300 PAMCPANE. The Raearch team & b 1d doc ime vt @nde 1piEl 3vy deulato s rom
e Approued ree ANk pEN. fhe deuEton b doe DelmiEe 20 mmediEte bEzand o
Tegaai: | PAMCPENE, Mteanch Bam Shonlddocament3nd e )plals tie deuEtion © e £possor,
IRA, 3id, It pplicable, feg 1Etan 3t ortties.

DEFINITIONE:

The Uy bers by of ks dgiow's Hamay Sibect DLk proukdes the blkawleg oplcable
Tl s
1. Aprotocol violation 3y ew stor ke tthat oo off probcl, withortthe
pemiszion of tie sposor, which kar 3zigyMcart or potes tEl £l st Impact o
Fiject.
Example: Atollow-ip kttertoa zibject partcpating I a stady on llkgal drg e
sent o the wiong address. The persor whorecelwes the letber by mstake cpess . The
kter clearhy e tfes the £bject by 1i3am e 3ud the conten toTthe lethe rprouldes
Ibrmation tatthe sabject i an lkgaldrag vser. The S ibects kKes ofcon identialy
sigaicantly Impacts the syblect i 3 reqatine way beca ise e sabectconk the be
Teported 1o the police wor lkgal ding we,
2. Aprotocol deviation i 3w et or holde vtiatocoars off protocal, Witk of W ottt
pemiszlon of e spozor, bAthas mivoror ko IMpact ob Sabjects .
Ecample; Follow petody ustocorrmed 1 dayotof e "wisdow ottime" descrbed b
The protocol, b vt wa dve to the £ abfect’ ity © @0 long dis @ace dirig
Inchmentwe atier, bot had mivor of i IMpacton e sakty of e £ iect.

PROCEDURE:

1. peatication: it ayeue vtoconrs ovloe of e IR B-pproued re e anch pEn and mees
one 0T the W0 20w de o e, ok ity the e uertar 3 protocol deutstos or Bt .

2. Docame vaton: Record te euentimmedigehy v the partciparty’ chart aud I the
TequEony ks o the Profcol DeuEton Log, Incirdieg the tlowhg obrmato :

3. 03k oTewat

b Descriptonotthe eve vtliciidieg uolued partcpaitE sdy 1D,
Tege o b g 1actors Tor the eus it

. Descrpton of ferolbon ofthe euert ending the dak, 3cH00 BEeh D mivm e
lam Mawvj b the parbcpan i, mahiah data lvearity, avd prewe strecaresce
(e, changes to reLearch procedfes, 00 ige vERME, feoraime s tmate iat) .

d. D3k reporkdto pon of (rapplcabk)

&. D3k reporedto IRA

T Botoh required by SpoNsor 3 wdior IRE @tte "hoke® I 0 3008 requine

3. Reported: Motitythe sponsor of e euent(f necessany withln ey worklig days of
Eanlig ofthe cuent. Compkt: the IRE's Modiation Form whh accom
SAppk Me vi3l Form: Reportor Other Broblems @ocime it k326 and 20bmit o tie IRA
Wb teh Working day.

3. NOTE: Mcomplts fezolton of tie eue nttakes mon tiaw €1 workhg day
TOM Tearnlng of the e ue bt reporting caube doke priorto ezoltion. I reporting
the e e vt withovtrezolvton, the Mgt portls tie I tial rsport, aid atoliow 1p
Teportls Vb Ied N po b fezolition.
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