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Research Compliance

Human Subjects
Animals
Chemicals
Biological Safety
Radiation

Other



Research Compliance

Compliance regulations, rules, requirements,
guidelines, reporting, oversight and monitoring
continue to increase

University required by statute(s) to enforce
research compliance regulations

Not clear how much latitude institutions have to
achieve compliance

It is CLEAR that the costs for compliance have
skyrocketed




Research Funding

* Money for research has been a continuous
decline for the past 20 years

* Faculty have to pay more and more of the
compliance costs:
— Animal care
— Waste disposal
— Training
— Time filling out forms and reporting

*** Result is less resources, especially direct costs
and time spent, for actual research




Research Compliance

Academic integrity in research and publication policy and
procedures

Animal Subject Care and Use

Conflict of interest and commitment policy

Division of Research Safety

Institutional Review Board for the Protection of Human
Subjects

Responsible conduct of research



http://www.research.uiuc.edu/ai/index.asp
http://www.research.uiuc.edu/ai/index.asp
http://www.research.uiuc.edu/ai/index.asp
http://www.research.uiuc.edu/ai/index.asp
http://www.iacuc.uiuc.edu/policies/colony_maint.html
http://www.iacuc.uiuc.edu/policies/colony_maint.html
http://www.iacuc.uiuc.edu/policies/colony_maint.html
http://www.iacuc.uiuc.edu/policies/colony_maint.html
http://www.iacuc.uiuc.edu/policies/colony_maint.html
http://www.research.uiuc.edu/coi/index.asp
http://www.research.uiuc.edu/coi/index.asp
http://www.drs.illinois.edu/
http://www.drs.illinois.edu/
http://irb.illinois.edu/
http://irb.illinois.edu/
http://irb.illinois.edu/
http://www.research.uiuc.edu/rcr/

Animal Care Form

UNIVERSITY OF ILLINOIS
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE {(JACULC)
Froposal for Activities Involving Animals

ok ADMTHIEZTRATIVE UEE oLy
Frotocol # Approval Date:

Proposal Title:
Submisston Type: O New [ Renewal 19this is 2 Renewal, what is the previous protocel number?

Project Type: O Resecarck O Tleachmg O Breeding O Oiker {describe):

Principal Investigator (L Department: Campus Phone: e-mail:
Emergency Contact {other than PI): Department: Campus Phone: e=mail:
Adminesirative Contact [optional): Department: Campus Phone: e=mail:

Funding source:

InvESTICGATCR BRESFOMESIEILITIES

In the context of [ACUC protocols and compliant animal use, someone may be considered as the PI if they have
responsibility and authority for the research or teaching activities being conducted, and for the staff and students
participating in the work. This level of contrel and responsibility typically falls to a faculty member that reports
directly to a Department or Unit Head. There are occasional exceptions when someone other than a faculty
mamher hag the reawired antharicy 1 von have anv anestions nlease contact the TACTIC Offiee at

Ten (10) form pages, plus 3 appendices a total of 20 form pages unfilled.

My typical protocols are in excess 35 pages and up to 60+ pages.



Animal Care Form

2. UsSE DF RECULATED AGENTSDR MATERIALS
It arimal use mmvalves any of the followimg, check all that apply:

O Chemical Flazards (submii copies af the DRE Chemical Safety form, Chemical Review for

Amimal Protocals, with your protocol - see the DRS Chemical Satety List of Chemeicals that

TEQLEETE [E LIy ]

O Radiorsotopes [ Radioactive Matenals License requirad)

el

Recombimant D& A [even 12 exempt) - [BC Registrabon date:
Patkogens (kumar/animalplant) - IBL Regestratron date:
Brotoxims - 1RC Hegistration date:

Human/MNaon-Humar Promate Matenals - [BLU Registrabon date:
CDE regulated salect agenis - IHC Registration date:

Cell hires or tamaors tor implantation (Pathogen testing may be regurred)

Transgemnic placts, plant tissues, seeds - 1B Registration date:

OO0OoooooOoao

Transgenic animals - 1BC Registration date:

List sirams:

Needs to be submitted before grant funding status is known.
There is duplication with other compliance groups, IRB and Research safety.
Cannot currently be submitted online, form is locked, only “cut & paste” capable.

Can take 6-8 weeks to get a protocol approved.




Division of Research Safety

Emergency Spill Response
IBC Project Registration
Biological Safety
Chemical Safety
Radiation Safety

General Lab Safety
Hazardous Materials Transport
Regulated Waste

Safety Training

Forms

Safety Fact Sheets



http://www.drs.illinois.edu/spillresponse/index.aspx
http://www.drs.illinois.edu/spillresponse/index.aspx
https://www.drs.illinois.edu/ibcprojectregistration/
https://www.drs.illinois.edu/ibcprojectregistration/
http://www.drs.illinois.edu/bss/index.aspx
http://www.drs.illinois.edu/bss/index.aspx
http://www.drs.illinois.edu/css/index.aspx
http://www.drs.illinois.edu/css/index.aspx
http://www.drs.illinois.edu/rss/index.aspx
http://www.drs.illinois.edu/rss/index.aspx
http://www.drs.illinois.edu/gls/index.aspx
http://www.drs.illinois.edu/gls/index.aspx
http://www.drs.illinois.edu/TransportationAndShipping/index.aspx
http://www.drs.illinois.edu/TransportationAndShipping/index.aspx
http://www.drs.illinois.edu/regwaste/index.aspx
http://www.drs.illinois.edu/regwaste/index.aspx
http://www.drs.illinois.edu/training/index.aspx
http://www.drs.illinois.edu/training/index.aspx
http://www.drs.illinois.edu/forms/index.aspx
http://www.drs.illinois.edu/forms/index.aspx
http://www.drs.illinois.edu/factsheets/index.aspx

BIOLOGICAL SAFETY

Institutional Biosafety Commitee (IBC) About the IBC, registration requirements,
forms, instructions, deadlines, and monthly meeting schedule.

Biological Waste Online pick-up request for full sharps disposal containers,
information on handling and disposal of sharps, non-contaminated glassware,
personal use needles and syringes, and treatment and disposal of biological
materials.

Biological Safety Related Training Courses offered: Understanding Biosafety, Safe
Handling of Human Cell Lines/Materials in a Research Laboratory, and
Occupational Exposure to Bloodborne Pathogens (for non-laboratory personnel).

Biological Safety Cabinets Information regarding selection and certification of
biosafety cabinets.

Bloodborne Pathogens Program The campuswide Exposure Control Plan, FAQs on
Hepatitis B vaccination series, campus-related forms, and an overview of the
program.

Transport of Biological Materials Training requirements, definitions, classification
guide to infectious substances, intra-campus transportation, transport by personal
or University vehicle, packaging unregulated biological material.

Viral Vectors Registration requirements, definitions, and information about the
virus/viral vectors, practices and biosafety approaches.




Institutional Biosafety Committee
Biological Safety Section- Division of Research Safety
Project Registration

1. Basic Information
. What is the title of your project?
. Campus Address:

After hours phone number (required if research is at
Biosafety Level 2 or higher):

. Please enter the Principal Investigator's Degrees and
Fields of Expertise:

. Please enter the Principal Investigator's training and
experience relative to their responsibilities:

. Please list all personnel working on this project,
along with their degrees and areas of experience:



Biological Safety Section- Division of Research Safety
Project Registration

3. Project Introduction

 Provide an overview of the project (including animal work if
applicable) in layperson terms using 1,000 words or less:

 Describe the experimental methods in sufficient detail for this
work (include animal work if applicable). Focus on the
biohazards you may encounter while performing this research
and what steps you will take to minimize exposure to those
hazards (i.e. working in a biosafety cabinet, wearing personal
protective equipment, specific field precautions, etc): DO NOT
COPY AND PASTE THE GRANT PROPOSAL.

THE FORM IS 32 PAGES LONG - not all used by everyone, but
most used.

Form can currently be submitted online, but no database for
background (PI, investigators) information currently.



Technology Commercialization, Management, and Transfer

* Office of Sponsored Programs & Research
Administration (OSPRA)

* Grants and Contracts Office (post award)

* Office of Technology Management


http://www.ospra.uiuc.edu/
http://www.ospra.uiuc.edu/

Rev 92009

Published or Mandated Sponsor Deadine Submit ane original FTF fully compists on both pages with proposal package.

postmarked by Do mick stapie by proposal documents. The onginal sigrature mest be kept on
recelpt by flie: fior audit purposes unbil further podce.

e
I ra n S m Itta I elecironic submission due  1N27HD Soecty Tme Zone e ceopinan ey conprred” e [ No [
Vecalion of publisied deadine should be made

available WS guidsiines (Freiminany revies service It only avalabie prior i stabed Internal sesdines. )
I yes, Indicate OSPRA coordinator name:

Fo rm Ul eRA Mumber assigned MatFlles name

ILLINOIS

UNVEREITY OF ILLIMNEHES AT LIRBARNA-CHAMPAIGE RN

IDENTIFICATIINS: BANNER ORGANIZATION CODE # Tor Reaponaibla Dﬂpl._
Principal Invesgator Mame:

(ATTACH LIET IF MORE BFACE |2 NEED

Last Name First and fniisf LA niiatng Deptiwsion E-mail Address Phons

Wheeler Matihew Institute for Genomic Blo
Cameron JoARNND Institute for Genomic Bio

Progosal Tie: 1 Engineenng Chemo-Mechanical Dynamics of Pramplantation Embyo Envimnments

SponsorAgency Mame:  Email in Rochelle when signed
Uiniversity of Michigan/NIH

¥ @n bncoming subawand, soeciy dhe name of originating sponsor in parenifeses &ler fe Prime Recpienls rame, &g Unkeersiy X (WSF)

SponsonAgency Maling Address:
{Include street address if express
mall Is to be used)

Agency RFPS BAAZ RFQS Program Announcement#: PAR-10-276  [Complete Guideines MUST be attached or URL provided.]
Bagin Date: Jul 1, 2011 End Date:  Jun 30, 2016

Supports a program of: fcheck one) ] Bask Ressanch : [ instruction * [eusicsavice  [] Applisd Researc 2
[ Froduct Development = ] Teehnical Testing 2 [ otmer (specity)

Proposal Type: (check one] ] Mew  [] Renewal ® O Confmsation : [J Revised proposal or Budget [ Supplement

Send Agresment with Proposal:° [Jves [Jmo It Yes: [ ot [ eponsor specec

For nenewal or continuation, pleass provioe previous Ul eRAR . EpONSar granticontract

and cument Grant Code

PRINCIFAL INVEETIHATOR RESPOMEIBILITY: 0 s understood el if an asand results from ihis L] i will peadior e edmin sy
dutbes rermaily acrsce-iied with e proecl T principsl iresiliceor s Sl ha'she makss thh fon with T ding el arry iy meard will cortaln ne
presdaian realricting D Lakaralty's fight o publish nckeadch mduls, and Bl if afy e of sush sien wrts in b tatube Al EEsEL In arTanging e
Further favies Tl ol ba fejuifes

NOTE TC PRINCIFALCO-PRINCIPAL INVESTIAATOR(S): Sy sigeiog Nl racsmiTe’ b, pou & ceifeng Dl 1) D nimeion scbelleg berain i@ rus, somps
il SccaTae 19 T baal of pour omieape, ) asy fatss Soinous, or iredufenl sisfasmnls oF caims mey subjec poo bo crisinad, ol oF sdeivsteie teneiie, 3 poo agree 12
acrapl reaponaihiliny for the ot condoct of ibe Srofect and (o srovde prograss Mmoo, and 4) poo bave svbesified & fafing of your known Sondioesd Saavoe’ leredl fad
Dss o5 PO SStaEs Snd s [ S BEpaar i5 b Sifeciad b U redearch baing propodsd |

iattach agdiional pages for multiple clignatures [Le.. FYCo-F1 and affested Collages and Departmants), H nessccary

Approved By:

Date PrincipaliCo-Principal Investigatons) or Inkiator(s) Date Executive OMcens) of Department(s)
of PropOEalfSigratuse may nof be ceiegated)

Date Dean or rector Date Other Signafures [T Reguired 4

Office of Sponsored Programs and Research Admin Research Board Authorization
For Information on this proposal call: Rochelle Blibrey at (217) 244-3161, rllbreydigh. uue edu

SPECIAL MAILING INSTRUCTIONS [Alfach spedial Instnuctions F needed) Pages 1 of 2
Banner FOAF {Grant codes may mof b= wsed for shipping purpos=s) io charge for shipmenk




Transmittal Form Compliance Section

PROPOSAL CHARACTERISTICS. COMPLIANCE, AND OTHER APPROVALS: (check all mat apply). Work performed
under mis proposal Involves the Tolowing:

|:| Liz= of human subjects, or HHE |:| Cormshe gases |:| wbeswand; i yes, should nCuds 3cope of Work, Budiges
Exempion £ o Auorizred Adminisirathve Approval. kiust have once
lvweand |s Isseed, or may expect delby In Suborsand
SLUATCE,
E Uzs of Fve vart=brats anais 2 D Pyrophoric gases D jC-onsuitant payment
[ | Human [ ] anaor Nor-Human O| exremety souic gazes [ | v=e of Backprand ntetectual Froperty
Frimate maberials  _| (Zone A or B)
b [ stem ceis O| ewpiosies O | mater corsiderations
[ Human [&] Animai
LI| Recombinant D&A- Froposasl [J| Dischange of unusuai LI | copyrigit ssues
page & polutants in waste waber
| Transgenic Animaiz []. O| me=gurementtor spsinnmenza) O | wes of propretary o confidensal Rformation
Beeds |, orPlanis O staiement [ | Beace: will require additions be made avallabie io the
department of St existing space be renovaisd.
0| ewxacxins []| ©mer satety or heatn O | re=rnational program A
hazard
O | oiaxns ] | chicago mprint
| Famogens: Human [] (| =malBusiness [ | exPoRT Control: ITAREAR
. nmial D Eubooniraciing Flan D Use of Foreign Mabonals
Pant [] 0| Equement acqusson oniy [ cCoverss Technaigy
[ | chemics hazand 0| Constuction of Bulding [] | Potensal confict of interest has
b ideniified and addressed
D Bloiogical Farand D Liited Submission D Ammerican Reoovery and Rsneestment Act of 2009
(| =-Ray or Laser Registmtion O I""““""’ F;l"“‘::_l [] [3TTR==
reestigators (NIH only) [] | MowE oF THE ABOVE

(11, (21, (3),i4) and (5] See definibions on atiached sheet
(5] Submi b animals care fom WGUC-1 fo the InstBuSonal Animal Cane amd Use

Boxes must be checked before grant will be submitted.
Once done then then all the paperwork must be done
whether the grant is funded or not.




Other Issues

* Chemical Biosafety

— Many chemicals are now tightly controlled and require
permits for purchase, transport and storage

— Many also now have security requirements

— Makes it difficult to have storeroom with readily available
supplies for investigator purchase, which can delay or even
stop research activities

— List of chemicals requiring review is 20 pages long.

 Export Control

— regulations are federal laws that prohibit the unlicensed
export of certain commodities or information for reasons
of national security or protections of trade.

 Proliferation and Number of Audits

* Difficulties from Our Own Hiring Processes



Of the time they spent on federally-sponsored research
42% was actually spent administering the project

Post-Award
Research
Administration
20%

Active
Research
58%

Pre-Award
Research
Administration
22%

National Council of University Research Administrators (NCURA) Senior Summit, November 1, 2008; Federal Demonstration
Partnership Survey Results




Top Administrative Burdens (Average)
. Grant progress report submission

. Personnel hiring

. Project revenue management

1

2

3

4. Equipment and supply purchases
5. IRB protocol approvals and training
6. Training personnel and students

7

. Personnel evaluations

BUT: If human subjects or animals were used
IRB or IACUC became the #1 burden.



Burden vs. Existing Administrative Assistance

Faculty report low levels of support across all
administrative tasks, with variations by disciplinary
context very evident

Most assistance = financial management

— Payroll, budget transfers, cost accounting issues, cost sharing agreements,
project revenue management

— Project revenue management remains a top burden

Least assistance = research-related activities

— Conflict of interest monitoring, grant progress reports, patent/copyright
applications, intellectual property applications, IRB, IACUC

— Grant progress submission is the #1 reported burden

Personnel evaluations

— 7t most burdensome of the 25 burdens
— 2nd |owest level of assistance



Administrative Support

* 97% of faculty stated that at least some time they
spend managing Federal grants could be conducted by
administrative personnel. Note: Not secretaries;
project managers with expertise in the area of the
research project

* 95% of reporting faculty believed that they could
devote 4-8 additional hours each to week to active
research if they had more support with project
management

e 76% of faculty would be willing to reallocate direct
costs from their grants to pay for project managers if
this were allowed



No Single Culprit
(The death of a thousand cuts)

Burdens come from several sources

e Federal regulations

e Agency implementation of regulations

e Differences in agency requirements

e |nstitutional requirements and implementation
e Audit fears and auditor interpretations

e |nherent part of research

e |ack of administrative support

84% of faculty members reported that the
administrative burdens associated with their
research have increased in recent years.



The Cost of this Faculty Time is Divided

* Sponsor share

Paid effort spent on administration of project (42%)

* University share

Effort diverted from other tasks

e Societal share

Effort diverted from actual research and teaching

* Personal share
Effort added (and taken from family/life)



These Burdens Have Impacts on Students

62% of the respondents felt that students
are less likely to pursue academic
research careers now than in the past

— Multiple causes (workload, salary, funding
competition, sense of job worth)

— A particular challenge for American-born students

— “They’ ve seen what we really do and they don’t
want to do that.



Conclusions

Faculty spend about 42% of their federally-
funded research time on administrative tasks
directly related to that federally-funded research

No single overriding burden; pressure comes
from many sources (death of a thousand cuts)

Significant costs are associated with these
burdens

Savings could accrue from decreasing the
burdens



Conclusions (cont.)

Saving could accrue from providing faculty with more
administrative support

Potential gain from identifying and replicating best
practices at different funding agencies and institutions

Potential gain from harmonizing the requirements of
different agencies

Funding agencies, auditing agencies, accrediting
agencies, universities

Potential gain from optimizing/harmonizing procedures
for different offices within a university



Final Thoughts

Compliance costs money and time

Costs are higher to do Bio/Med-related
research

Research SS have not increased but have
actually decreased

Reputation is what keeps the best students
coming and the grant and contract SS flowing
into the institution



Pensions

The pension issue is really not pension reform but
rather pension responsibility.

What the public and others don't realize is that
pensions are not gifts but represent sums reflective of
salaries paid and actuarial tables that work, provided
that both sides live up to the contractual agreement.
In fact, from the point of view of the pensioner, the
contribution to the pension is actually deferred salary,
a point recognized by the IRS.

The problem in Illinois arises from neither an
overblown pension payment or from a false concept.



Pensions

The problem is a direct result of the fact that the State
essentially defaulted on paying it's "contractual share”
of the pension.

In fact, the actual numbers support this assertion. The
pension system in lllinois is 45% funded, reflecting
the pay in of the pensioners.

If some of the bills now in committee are likely to be
taken seriously and become law, our most productive
faculty and administrators see no other option but to
rapidly retire early to protect their pension rights.
This will devastate both the Urbana and Chicago
campuses and also make it impossible to recruit or
retain faculty.




The COGR, AAU, and APLU ten recommendations :

1) Harmonize regulations and information systems between agencies
and statutes where reasonable and eliminate unnecessary
duplication and redundancy.

2) Eliminate regulations which do not add value or enhance
accountability.

3) Provide targeted exemptions for research universities similar to
protections provided for small entities under the Reqgulatory
Flexibility Act (RFA).

4) Ensure that regulations are meeting their goals in terms of
performance, rather than simply in terms of process.

5) Extend coverage provided under the Unfunded Mandates Reform
Act (UMRA) to research universities and allow institutions to
better account for new regulatory costs, and to charge these costs
to Federal awards.



The COGR, AAU, and APLU ten recommendations :

6
7) Reinforce the original intent of the Single Audit Act.

—

Simplify sub-recipient monitoring requirements.

8) Prohibit voluntary committed cost sharing across the Federal
government and create a mandatory cost sharing exemption
for research universities.

9) Establish protocols to address statutorily-mandated
regulatory concerns.

10) Designate a high level official within OMB’s Office of
Regulatory Affairs (OIRA) to serve as a Federal Ombudsman,
responsible for addressing university reqgulatory concerns and
for seeking ways to increase regulatory efficiency.

AAU Association of American Universities
APLU Association of Public and Land-grant Universities
COGR Council on Governmental Relations



