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Head Off ce: Bayerstr. 53, 80335 Munich, Germany

Phone +49 89 7413930, info@interlab.de, www.interlab.de

INTERLAB
central lab services – worldwide

YOU CHOOSE 
THE TEST 
WE DO  
THE REST

GLOBAL STRENGTHS

· one single global database

·  identical lab reports & f agging worldwide

·  global quality assurance / global SOPs

· local support via dedicated project teams

EFFICIENT PERFORMANCE

· 11 laboratory locations on all continents

· reliable and fast sample transport

· economies-of-scale: over 50,000 visits / day

· data combinability through test correlations

RANGE OF SERVICES – NO ONE LIKES LIMITS

· bio-analytical services

· assay development

· extended sample storage

· worldwide shipping

· visit-kits: automatic re-supplies

· small, regional studies; Phase I-II

· international trials; Phases II-IV

· global QA system: CAP, ISO15189

CENTRAL LAB SERVICES

FOR MULTINATIONAL CLINICAL TRIALS
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Corporate Translations’ state-of-the-art 
linguistic validation process is modeled 
after the FDA guidance document and 
the ISPOR Good Practice Guidelines for 
the translation and validation of  PRO 
instruments. As pioneers in linguistic 
validation, we have developed an array of  
support services designed to help our clients 
utilize PRO instruments in their global 
clinical trials. Corporate Translations has 
completed over 10,000 PRO instrument 
translations in a wide range of  languages 
and therapeutic areas. That’s why we are 
the preferred supplier of  ISO 9001:2008 
translation and linguistic validation solutions 
to the world’s leading life science companies.

Validated translations 
of  PRO instruments
equal validated results.

www.corptransinc.com
1-855-727-6003

)DFH�9DOLGDWLRQ�_�+DUPRQL]DWLRQ�_�%DFN�7UDQVODWLRQ�_�&RJQLWLYH�'HEULHÀQJ��_�H352�&RQVXOWDWLRQ

Corporate Translations’ state-of-the-art 
linguistic validation process is modeled 
after the FDA guidance document and 
the ISPOR Good Practice Guidelines for 
the translation and validation of  PRO 
instruments. As pioneers in linguistic 
validation, we have developed an array of  
support services designed to help our clients 
utilize PRO instruments in their global 
clinical trials. Corporate Translations has 
completed over 10,000 PRO instrument 
translations in a wide range of  languages 
and therapeutic areas. That’s why we are 
the preferred supplier of  ISO 9001:2008 
translation and linguistic validation solutions 
to the world’s leading life science companies.

www.corptransinc.com
1-855-727-6003

)DFH�9DOLGDWLRQ�_�+DUPRQL]DWLRQ�_�%DFN�7UDQVODWLRQ�_�&RJQLWLYH�'HEULHÀQJ��_�H352�&RQVXOWDWLRQ

Validated translations 
of  PRO instruments
equal validated results.

®Driven by Definition
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Don’t just recruit, enroll
MMG has enrolled patients for more than 25 years. From prevalent indications such as type 2  

diabetes and influenza to challenging conditions such as dyslipidemia and Pompe disease, 

MMG offers unparalleled global experience and strategic expertise. And now that we’ve 

partnered with Remedy Health Media, we’re enrolling patients even faster. Visit booth 851 at 

DIA to learn how we can accelerate recruitment for your clinical trial.

Let’s talk more at DIA

John Benbrook

President & CEO

+1-610-574-8643

jbenbrook@mmgct.com
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Myoderm is a global leader in sourcing commercial drugs for clinical trials. We know  

that no two trials are the same, so we scour the world for optimal, innovative solutions  

for our clients’ needs. We can even provide a turnkey service for sourcing, warehousing,  

and distributing rescue, concomitant, and standard-of-care therapies directly to  

clinical sites. That’s why we’re the choice of seven of the world’s top 10 pharmaceutical 

companies. Put us to the test. You will not be disappointed. 

To learn more visit myoderm.com

Our comparator drug sourcing  
solutions are simply unmatched.  

Offices in USA & UK

©2013 Myoderm. All rights reserved.

Put us 
    on trials.
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R
ecently, the EMA issued a draft “Reflec-

tion paper on GCP compliance in relation 

to trial master files (paper and/or electronic) 

for management, audit, and inspection of 

clinical trials”—the first published framework 

for eTMF for an entire region. EMA states 

that the paper is provided in response to the 

numerous questions they have been receiving 

regarding TMF/eTMF, as well as in response 

to inspection findings. Although it answers 

many of the questions posed by industry, it 

also raises additional questions. Industry can 

provide comment until the end of April 2013. 

The role of the CRO impacts the organi-

zation and control of the TMF. The sponsor 

remains responsible for the trial and needs 

to maintain  and document oversight. Spon-

sors should ensure that the role of the CRO is 

formally defined and documented, including 

specific details around TMF/eTMF structure, 

filing processes, access, applicable proce-

dures and documents, and audit. For an eTMF 

managed by a CRO, the CRO will either have 

to provide access to the sponsor or determine 

how TMF documents will be provided without 

direct access. Details in the refection paper 

can serve as the basis for contract review.

Kathie Clark, is the Director of Product 

Management, Wingspan Technology

N O T E W O R T H Y

Go to:

appliedclinicaltrialsonline

.com to read these 

exclusive stories and 

other featured content.

eNewsletter Special 

Topics
April will provide aggre-

gated information for the 

following topics in our 

eNewsletters: Vaccines, 

4/18 and Labs, 4/25. To 

subscribe visit http://bit.

ly/NBvcNx.

Blogs
Why are clinical trials slow 

at adopting change? This 

blog takes a look at the 

reasons why there is an 

overall lack of technologi-

cal adoption in clinical tri-

als and basically points 

to the culture of risk 

averse behavior, http://

bit.ly/10aDt0j. Other 

recent blog topics include 

Driving Impairment and 

the FDA; CDERs Generic 

Org Problems; and EMAs 

Budgeting Issues, www.

appliedclinicaltrialsonline.

com/blogs.

Digital Edition
Our digital 

edition, the 

e-mailed ver-

sion of our 

magazine that 

features the 

same look and 

feel of the print 

magazine, has switched 

to a more mobile-friendly 

environment. Check out 

the March issue at http://

bit.ly/14lw1WQ.

GCP Compliance in Trial Master Files

Visit: http://bit.ly/13xJHis for the full version of this article

Parkinson’s Disease
Learn more about the impact of non-motor 

symptoms on diagnosis, treatment, and 

clinical trials from two recognized neurology 

experts in this on-demand webcast, www.

appliedclinicaltrialsonline.com/

parkinsonsdisease.

Integrating Tech in the Cloud
This on-demand webcast provides an overview 

of the current eClinical technology challenges, 

how business process management can posi-

tively impact technology and workflow, and how 

to best take first steps to cloud integration, 

www.appliedclinicaltrialsonline.com/integrating.

eLearning

What are 
your CTMS 
plans in the 

next two 
years?

Integrate
CTMS with

other
applications

25

20

15

10

5

0
Improve
existing

functions of
the CTMS

Add
functions to

existing
CTMS

Buy a
commercial

CTMS

Develop a 
CTMS

ourselves

No plans

Source: Triumph Consultancy Services, March 2013
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Call 800-574-7374 today to find out how 
nSpire Health can improve your respiratory trial. 

www.nspirehealth.com/clinical

TM

The Core to a Successful Respiratory Trial
Centralized services from the experts at the core of your trial

Experience:

Successful completion of over 220 clinical trials

 Asthma  ·   COPD  ·  Cystic Fibrosis

Quality: 

>99% usable PFT data

Accuracy: 

Best-in-class testing devices

 KoKo Office Spirometry 

  with eSP software, better than 1%

 PiKo Home Spirometry 

  meets ATS/ERS standards

nSpire Health specializes in

 ALL phases of 

Respiratory Clinical Trials

Visit us at 

DIA 

Booth# 914

June 20-22

nSpire Health
clinical trial services
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SPECIAL ADVERTISING SECTION

C
hallenges in recruiting and retain-

ing patients for clinical trials con-

tinue to delay drug development. 

While some 89% of clinical trials world-

wide ultimately meet their patient en-

rollment goals, achieving these targets 

typically requires drug developers to 

almost double their original timelines, 

according to the Tufts Center for the 

Study of Drug Development.1 Other 

studies show that almost 80% of tri-

als fail to meet their initial enrollment 

quotas on time.2 With biopharma 

frms potentially losing $600,000 to $8 

million for each day a drug is delayed 

in reaching the market,3 many see a 

need for a more effective method to 

recruit patients, shorten development 

timelines, decrease costs, and increase 

the pace at which new medicines be-

come available to patients. 

Clinical Trial Educators:  

A Potential Solution

One potentially effective approach to 

achieving these improvements is the 

deployment of Clinical Trial Educators 

(CTEs) to work directly with investigative 

site staff and referral networks to help 

accelerate the clinical trial process. 

The profle of a typical CTE includes 

therapeutic expertise in the protocol 

category and two to three years’ clinical 

development experience. Many are regis-

tered nurses, but CTEs can also be certi-

fed therapists, pharmacists, dietitians or 

diabetes educators, depending on the 

protocol disease state. The goal of the 

profle is to deploy a peer-to-peer expert.

CTEs have a primarily educational 

focus, helping identify and address bar-

riers to recruitment through ongoing site 

training and reinforcement in keeping 

the trial top of mind. CTEs can also facili-

tate trial execution at sites, and educate 

staff within the patient pathway and re-

ferral networks. Their activities are typi-

cally focused in two key areas: the prin-

cipal investigator/study coordinator, and 

the departmental staff where patients are 

frst seen.

CTEs have an important role in edu-

cating the PI, site staff, and other site-

affliated health service professionals in 

successful enrollment techniques, often 

accessing untapped recruitment pathways 

through referral networks acquired from 

past experience, professional contacts, or 

local inquiries. Importantly, this education 

of referral networks can increase patient 

screenings and reduce the numbers of 

otherwise excluded participants. CTEs 

share best practices in focus groups of 

study coordinators or investigators. Ad-

ditionally, CTEs can be a critical conduit 

to patient advocacy groups to raise trial 

awareness to patients and caregivers.

What type of trials have seen key 

benefits from use of CTEs?  

To date, the CTE solution has been suc-

cessfully used in trials with a complex 

patient pathway in therapeutic catego-

ries that are also highly competitive, 

including oncology, CNS, and cardio-

vascular diseases. CTEs have been high-

ly effective in rescuing trials; however, 

as research organizations understand 

the value of the CTEs, they are now 

Accelerating Recruitment in  
Complex Clinical Trials:  
How Clinical Trial Educators Can Help 

40%

28%

Days After Site Visit for Enrollment

CTE Site Visit Impact on Enrollment
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Figure 1

10 Ways CliniCal Trial 
EduCaTors Can add ValuE

1. Accelerate patient enrollment

2. Facilitate site identification 
and selection

3. Increase site motivation and top-
of-mind focus on the study

4. Educate site staff on protocol 
and best practices

5. Educate patients on therapy 
and compliance

6. Improve patient retention

7. Enhance communication with sites 
and assist in resolution of site issues

8. Link to patient advocacy 
and support groups

9. Expand medical science 
liaison’s access to investigators 
and opinion leaders

10. Compress the study timeline

Stewart H. Rosen, 

MD, is VP Medical 

Affairs at Quintiles
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BROUGHT 

TO YOU BY

being utilized for appropriate trials at 

study inception.

A number of criteria can be reviewed 

to help determine whether a trial is suit-

able for the CTE approach:

• Complex or non-conventional pa-

tient pathways, for example, cardiol-

ogy or trauma trials, where patients 

present in the emergency room 

and must be referred to a PI who 

works elsewhere in the institution. 

• Acute setting, with a limited 

time in which to diagnose and 

enroll study participants.

• Complex protocol, requiring 

intense education due to:

o  Mode and duration of medica-

tion administration (infusion 

or injections)

o  Devices or testing equipment that 

is complex and requires educa-

tional in-services 

o  Protocols with complex opera-

tional challenges such as sub-sites 

or surgery centers.

• Competitive therapeutic areas. Here, 

live education sessions and remind-

ers from CTEs can help keep the 

supported trial “top of mind” and 

participants selected for the protocol. 

• Complex disease state, where the 

differential diagnosis is challenging, 

for example oncology, or a thera-

peutic category where the patient 

population is diff cult to f nd. 

Key factors in the success of CTEs 

Key factors accounting for the success 

of CTEs include: their therapeutic ex-

pertise; ability to follow up with site at 

a high frequency, keeping the trial ‘top 

of mind’ (Figure 1 illustrates the posi-

tive impact on enrollment of CTE site 

visits, a pattern which is seen in CTE 

programs across all therapeutic areas); 

targeted educational focus to improve 

knowledge and increase operational 

effectiveness; excellence at relation-

ship building; skill at using peer-to-peer 

motivational techniques to drive enroll-

ment and retention; and a culture of 

accountability.

Conclusion

CTEs work as an integral part of the 

clinical team to support the site to help 

overcome recruitment barriers. Expe-

rience has shown that they become 

trusted representatives on-site, due to 

their ability to offer information, advice, 

contacts and solutions to the sites’ prob-

lems. CTEs can help improve site perfor-

mance and patient enrolment in trials 

where patients are diff cult to recruit, 

and they help streamline studies in ways 

unique to this role.
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aCuTE Coronary 
syndroME CasE sTudy

Challenge: 
A biopharma company faced challenges 
recruiting participants for a global clinical 
trial involving acute coronary syndrome 
(ACS): only ACS patients who were medi-
cally managed and had not been treated 
with common surgical techniques (such 
as angioplasty or bypass surgery) could 
be considered for enrollment.

solution:
With recruitment losing momentum and 
key trial milestones on the line, CTEs 
were enlisted to help study sites jump-
start enrollment. 

results:
The CTEs boosted awareness and under-
standing of the trial among more than 
5,000 practitioners across multiple coun-
tries. Results of the study demonstrated 
that with the CTEs’ assistance, patient 
recruitment reached more than 130% of 
projections and there was a significant 
dent in patient discontinuation rates 
along the way (Figure 2).

CusToMEr FEEdBaCK on 
QuinTilEs CTE ProJECTs

“Decreased the number of days it took to 
reach our enrollment goal.”

“Actually more than paid for themselves.”
“We are very grateful for your ongoing 
dedication…we were deeply impressed by 
your creativity and flexibility in finding solu-
tions for our questions and needs within 
shortest time…we would be very pleased 
if we could collaborate on future projects.“
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V I E W  F R O M  W A S H I N G T O N

A 
main regulatory thrust at FDA is to 

encourage sponsors to adopt a risk-

based approach to managing clini-

cal research. In recent documents and 

presentations, officials in the Office of 

Scientific Investigations (OSI) in the Cen-

ter for Drug Evaluation and Research 

(CDER) are highlighting the value of 

building quality into the design and op-

eration of clinical trials to gain more ef-

ficient and effective monitoring and data 

verification systems. 

Tight FDA funding emphasizes FDA’s 

need for a more efficient approach to 

GCP enforcement and research over-

sight. In 2012, OSI conducted fewer clini-

cal site inspections, compared to three 

or four years ago, except for a slight rise 

in foreign inspections. Under a proac-

tive approach based on quality by de-

sign (QbD) and quality risk management 

(QRM) methods, FDA expects a contin-

ued drop in site inspections, while gain-

ing greater assurance of data quality and 

the safety of study participants.

This QbD approach for clinical trials 

begins with design of a research proto-

col that provides a blueprint for investi-

gator monitoring, communications, and 

data handling, explained Jean Mulinde, 

Senior Advisor at OSI’s Division of Good 

Clinical Practice Compliance at the Janu-

ary 2013 conference on CAPAs in the 

GCP environment sponsored by ExL-

Pharma. A clear risk evaluation process 

would identify what could go wrong, the 

likelihood it will go wrong, and the con-

sequences of such events. Critical risks 

include those specific to the study, such 

as an inadequate consent process, faulty 

randomization, unclear endpoints, se-

rious adverse events, and inadequate 

CRO oversight. There also could be risks 

related to the test drug itself, such as a 

significant toxicity problem, narrow ther-

apeutic window, or unreliable supply. 

Once risks are clarified, the next step 

is to establish mitigation strategies for 

controlling and addressing the most 

likely and serious problems. This could 

involve centralized or on-site monitor-

ing, a schedule for data auditing, and 

clear metrics for regular tracking. FDA 

wants sponsors to have a well-designed 

corrective and preventive action plan 

that can identify and document how and 

why an error occurred, who was respon-

sible, how widespread the problem is, 

and what corrective actions were taken. 

Adopting QbD and risk approaches 

for clinical trials build on concepts in-

creasingly used by biopharmaceutical 

companies to ensure consistent quality 

in drug production. Here, manufacturers 

establish systematic processes for as-

sessing and reviewing the risks to quality 

across the product lifecycle—develop-

ment through commercial scale-up and 

post-marketing. A series of standards ad-

opted by the International Conference on 

Harmonization (ICH) provides guidance 

on establishing QbD systems and risk 

evaluation approaches that can replace 

checking drug quality at the end of the 

manufacturing process, when it’s costly 

to correct errors and generates consid-

erable waste. Detecting and correcting 

problems in real time can save resources 

and avoid delays in bringing important 

new therapies to market. 

One aspect of this risk-based model 

was outlined in a draft guidance pub-

lished in 2011 describing how the ap-

proach could apply to monitoring clinical 

investigators. Instead of visiting every 

site and verifying every piece of data, 

FDA encourages sponsors to develop 

monitoring plans tailored to the specific 

risks of the study. FDA also encourages 

sponsors to utilize centralized monitor-

ing methods “where appropriate,” instead 

of visiting every site regularly. 

While the agency weighs comments for 

finalizing this site monitoring program, OSI 

is encouraging sponsors to discuss pro-

spective monitoring plans with their staff. 

OSI is conducting pilots with new drug 

review divisions on the value and feasibil-

ity of approving such monitoring methods, 

and the agency believes that dialogue with 

sponsors will help evaluate this model and 

the processes and resources involved.

FDA and industry are exploring these 

issues further through the Clinical Trial 

Transformation Initiative (CTTI), a public-

private partnership led by FDA and Duke 

University which is developing QbD mod-

els for ensuring the quality of data and in-

tegrity of clinical trials. It may take more 

time for industry to agree with FDA on 

just how to design and implement risk-

based approaches to clinical trial over-

sight. Pharma and biotech companies 

have raised strong objections to a recent 

FDA guidance for submitting information 

on the characteristics and outcomes of 

trials to help the agency select sites for 

inspection during the application review 

process. In comments to the December 

2012 guidance on “Providing Submissions 

in Electronic Format–Summary Level 

Clinical Site Data for CDER’s Inspection 

Planning,” the Pharmaceutical Research 

and Manufacturers of America com-

plained that the information requested 

is duplicative and that the process thus 

is likely to delay inspections and product 

approvals. The Biotechnology Industry 

Organization requested that such data 

requests fit the standards and timelines 

laid out in the recent user fee agreement, 

and that OSI should clarify the broader 

range of information requests it makes to 

sponsors during pre-submission meet-

ings. FDA claims that compliance with 

the guidance is “voluntary,” but that’s not 

how sponsors and investigators see it. 

—Jill Wechsler

FDA Promotes Quality and Risk Management 
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D A T A  A N A LY S I S

P
lanning a clinical trial is an adventure 

into the unknown due to many vari-

ables (patient availability, site expe-

rience, and government regulation); the 

trial forecast has little resemblance to how 

the trial unfolds. Due to the difficulty of 

finding treatment-naïve patients, more 

sponsors are running trials in emerging 

markets, which adds to the challenge of 

finding sites that achieve fast start-up/en-

rollment times and strong screening rates. 

For Alzheimer’s disease trials of selected 

countries shown in Figure 1, start-up times 

and enrollment times vary widely. In es-

tablished countries (US, Germany, and UK) 

start-up phases are completed in about 

half the time of less established coun-

tries. Enrollment cycle times in the US 

trials are double those in the remaining 

countries due to a higher rate of target 

subjects and percentage of total trials.  

—StudyOptimizer, IMS Health (for more infor-

mation contact clinicaltrials@us.imshealth.com).

Shortening Start-Up Times and Increasing Enrollment 

Source: Industry data from Enrollment Benchmarks, StudyOptimizer from IMS Health, 2010-2012

Figure 1. Alzheimer’s disease startup time, enrollment cycle, and weekly 

screening rate. 
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G L O B A L  N E W S

A 
researcher from a top US institu-

tion has delivered strong criticism 

of Roche’s promise to release full 

clinical study reports as part of its data 

transparency policy, signaling an esca-

lation of the battle over publication of 

clinical trial results.

In a letter published by bmj.com, Pe-

ter Doshi, PhD, a postdoctoral fellow at 

Johns Hopkins University School of Med-

icine in Baltimore, MD argues that “in-

stead of issuing press releases with more 

promises to release data, Roche should 

alert the world when it actually makes 

good on its long-standing pledges.” He 

also claims that three of the four advi-

sors selected to lead Roche’s advisory 

board that will grant access to patient-

level data for scientific review are not 

independent but have recent financial 

relationships with Roche.

The correspondence is posted online 

as part of the British Medical Journal’s open 

data campaign, aimed at persuading 

Roche to honor its commitment made in 

December 2009 to make full clinical study 

reports for 10 treatment trials of Tamiflu 

available for independent scrutiny. The 

company has not yet provided even a sin-

gle full study report, according to Doshi.

In a press release issued at the end 

of February, Roche explained that it was 

unhappy with how Tamiflu has been re-

viewed and approved by regulatory author-

ities in over 80 countries. However, Doshi 

thinks the company does not understand 

the meaning of independent review, and 

questions whether Roche has any plans 

to correct the scientific record after Roche 

authors published a paper in 2003 claim-

ing the opposite to what the FDA con-

cluded over a decade ago that “Tamiflu 

has not been shown to prevent” serious 

bacterial complications of influenza.

Roche’s newly announced data trans-

parency policy is “unclear, containing con-

flicting statements about which data will 

be released, and the mechanisms for ac-

cess appear restrictive.” He explains that 

rather than releasing patient-level data to 

third party researchers, with no strings at-

tached, Roche apparently intends to grant 

researchers access to a “secure system” 

and only “following agreement.” These 

conditions may render “independent” 

analysis a hollow concept, he warns.

Also during March, AbbVie sought an 

injunction to block the European Medi-

cines Agency (EMA) from releasing “con-

fidential” and “commercially-sensitive” 

information on its blockbuster rheuma-

toid arthritis drug, according to news 

reports from Financial Times (FT) and 

Reuters. The Chicago-based company, 

which was spun off from Abbott Labo-

ratories, reportedly is keen to prevent 

EMA from releasing data on the effects 

in individual patients in clinical trials for 

its drug Humira.

The EMA has been criticized in the 

past for excessive secrecy, but now is 

“opening its data vaults to systematic 

scrutiny, a move that will let indepen-

dent researchers trawl through millions 

of pages of clinical trial information,” 

according to Reuters. The organization 

adds that “it is a blow for the pharma-

ceutical industry, which guards its com-

mercial secrets fiercely and has not be-

fore been required to share its data with 

outside researchers.”

The injunction, taken in the EU’s gen-

eral court, follows two Freedom of Infor-

mation requests to the agency in 2012 to 

release “raw data” on the drug’s safety 

and efficacy, noted the FT on March 11, 

2013. A second legal action has been 

brought against EMA by InterMune, a 

Californian biotech company, and the 

European and US pharmaceutical indus-

try bodies have lodged supportive pleas, 

the report stated.

“While public debate has concentrated 

on opening data to independent research-

ers to prevent any concealment of side 

effects of drugs by companies, the cases 

show that rival companies have been 

most active in seeking the information. 

UCB, the Belgian drugs company, was one 

of those seeking reports on AbbVie’s Hu-

mira,” asserted FT reporter Andrew Jack.

The legal decision will have important 

implications for a broader commitment 

made last year by EMA to release pub-

licly by the start of 2014 all data on drugs 

submitted to it, once it has made a deci-

sion either to approve or reject them for 

use across the European Union, he con-

tinued. Industry remains concerned that 

full data transparency risks jeopardizing 

patient confidentiality, misinterpretation 

by non-experts, and undermining sensi-

tive commercial information that weak-

ens the incentive to invest in research 

and development.

The EMA has pledged to proactively 

publish clinical trial data and enable ac-

cess to full data sets by interested par-

ties, but it admits that a number of 

practical and policy issues need to be ad-

dressed before complex data sets can be 

made available. It held a workshop on this 

topic in London at the end of last year.

On March 13, the agency published its 

work program for 2013. Its main priorities 

are to ensure assessment activities are 

conducted to the highest levels of qual-

ity and consistency; to implement the 

pharmacovigilance legislation, depend-

ing on resources; to prepare for the im-

plementation of the falsified-medicines 

legislation; to prepare for the outcome of 

the European Commission’s impact as-

sessment on revision of the veterinary-

medicines legislation; and to develop 

the communication and transparency 

activities of EMA.

—Philip Ward

Debate Intensifies Over Transparency of Trial Data
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P H A S E  N E W S

Safety Reporting From Clinical Trials —What Regulators Expect

M
onitoring patient safety is an inte-

gral and critical part of the clinical 

trial process. The objective of col-

lecting safety data from clinical trials 

is early detection of important safety 

signals, protecting patients from unnec-

essary risks, and developing the safety 

profile of the drug contributing to its 

benefit-risk assessment. Safety data from 

ongoing clinical trials has a direct impact 

on the safety and clinical care of patients 

enrolled in these trials. The ultimate goal 

of clinical trial safety monitoring is to 

evolve medically relevant safety label 

information for the product under de-

velopment. Mandates by regulatory au-

thorities around the documentation and 

reporting of serious events have evolved 

significantly to help ensure the safety of 

clinical trial subjects.

The regulatory landscape for safety 

monitoring of healthcare products has 

changed considerably in recent years. 

The FDA published a final rule amending 

the safety reporting requirements under 

21 CFR part 312 (IND studies) and 21 CFR 

part 320 (BA-BE studies) in September 

2010. The US regulations (effective March 

2011) and the European Commission’s 

detailed guidance (CT 3, June 2011) on 

the collection, verification, and presen-

tation of adverse event/reaction reports 

arising from clinical trials lay strong 

emphasis on early reporting of serious 

events with a reasonable possibility of 

being associated with the drug, so that 

safety analysis is not confounded by un-

necessary noise and product safety can 

be assessed more meaningfully.

Under the previous regulations, the 

IND sponsors were often reporting to the 

agency and clinical investigators, in an 

expedited manner, a substantial number 

of serious adverse events, which may or 

may not have had any relationship to the 

study drug. This caused the safety system 

to be clogged with a lot of distracting 

information, probably leading to masking 

of true safety signals. Under the current 

regulations the IND sponsors must report 

to the agency and the investigators, on ex-

pedited basis, only those events that are 

serious, unexpected (not listed in the in-

vestigator‘s brochure), and are suspected 

to be caused by the drug (i.e., there is a 

reasonable possibility or evidence to sug-

gest that the drug caused it).

Precautions to ensure patient safety 

require that clinical investigators must 

report to the sponsors all serious ad-

verse events on an expedited basis, re-

gardless of whether they are considered 

drug-related or not, relieving them of 

the burden of making a judgment on the 

causal association with the drug. Current 

regulations recognize that the sponsor 

has the broadest view of the drug’s his-

tory and characteristics, and is therefore 

in the best position to attribute causal-

ity. Events which cannot be analyzed as 

single cases need to be assessed on an 

aggregate basis and reported if there is a 

difference in the reporting rates between 

the drug and the control groups. The 

regulations also make a distinction be-

tween the adverse events and mortality 

and morbidity endpoints, which need to 

be analyzed as per the study protocol. As 

an additional measure to protect patient 

safety, the FDA also recommends that 

proceedings of the data safety monitor-

ing boards be sent to the institutional 

review board (IRB) for review.

Under the current European regula-

tions (CT3, 2011/C, 172/01, June 2011) the 

investigator must report all serious ad-

verse events immediately to the spon-

sor except for those that the protocol or 

investigator’s brochure identifies as not 

requiring immediate reporting. The spon-

sor needs to report on expedited basis 

only the SUSARs (serious, unexpected, 

suspected, adverse reactions), prefera-

bly unblinded, within seven days for fa-

tal or life threatening events and 15 days 

for the other SUSARs. The sponsor re-

ports the SUSAR directly as an individual 

case safety report (ICSR) to the national 

competent authority (CA) of the relevant 

member state and also indirectly through 

the electronic gateway to the EudraVigi-

lance Clinical Trial Module (EVCTM). The 

latter requires registration with the eu-

dravigilance and those sponsors who may 

not have the resources and experience for 

electronic reporting may delegate indirect 

reporting to a partner.

Annual safety reports must be gener-

ated throughout the clinical trial and sent 

to the national CA and the ethics com-

mittees/IRBs. These reports must contain 

a listing of all suspected serious adverse 

reactions which have occurred over this 

period and a report of the subjects’ safety. 

Investigators should receive a line listing 

with a summary of evolving safety issues. 

There are separate guidelines on periodic 

safety update reports during the develop-

mental phase in the form of developmen-

tal safety update reports in the European 

Union and IND annual safety reports in 

the United States. Though the regulations 

focus on serious adverse events, the spon-

sor is expected to monitor all adverse 

events during drug development, includ-

ing non-serious ones. 

In conclusion, regulations ensure that 

assessment of safety during clinical devel-

opment is more meaningful and sponsors 

need to have a more systematic approach 

to safety assessment of their investiga-

tional products. Managing clinical trial 

safety data is a collaborative process. In-

vestigators, sponsors/CROs, ethics com-

mittees, data safety monitoring boards, 

and regulators all share the responsibil-

ity for protecting clinical trial subjects by 

scrutinizing and evaluating safety data 

proactively and on an ongoing basis.

—Suhasini Sharma, Director, Medical Affairs; 

Darshan Bhatt, Consultant, Drug Safety; Chitra 

Lele, Chief Scientific Officer all at Sciformix 

Corporation, www.sciformix.com, ask@sciformix.com.
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VIEW FROM BRUSSELS

To see more View From Brussels articles, visit 
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T
hose readers who remember John 

Dalli—the European Union’s health 

commissioner forced to resign last 

autumn over questions about 

his relations with lobbyists—may also 

remember what he said when he proposed 

the new clinical trial rules, less than a 

year ago. “Today’s proposal significantly 

facilitates the management of clinical 

trials”, he said on July 17, 2012. And his 

officials added: “The measures proposed 

today will speed up and simplify the 

authorization  and reporting procedures.”

Dalli is gone, replaced by a fellow 

citizen of Malta, Tonio Borg. And with 

him, the optimism over the prospects 

for new rules on clinical trials has largely 

evaporated too, leaving serious doubts 

about whether there will be any real 

improvement on July 17 this year, next 

year, or the year after.

The scale of the problem is currently 

being graphically illustrated in the 

European Parliament—which has a 

key role in agreeing new EU legislation. 

At tempts at  “speeding up” and 

“simplifying” have been buried in a storm 

of debate—some of it tackling the central 

elements of the proposal, but much of 

it, indeed most of it, swirling around 

secondary issues. The consequence is 

that four committees in the parliament 

are battling their way through more than 

a thousand amendments proposed by 

their members, and the momentum 

needed to get any new laws onto the EU 

statute book is being eroded by the week.

Central elements

The break through in  the  Dal l i 

proposals—or so it was seen at the 

time—was to streamline the discussion of 

clinical trial authorizations at the EU level 

through a single portal for applications, 

obliging the national authorities to focus 

on a limited range of issues in deciding 

on whether to permit a multi-country trial. 

But one of the devices employed by the 

commission was to restrict discussion of 

ethical aspects uniquely to national level. 

This has run into all sorts of trouble. 

A demand for explicit mention of 

ethics committees and of their role is 

a frequent feature of the amendments. 

“The responsible ethics committee 

should assess the direct benefit of the 

clinical trial to the patient,” says a wide 

cross-party coalition of MEPs, led by 

center-right German Peter Liese.

Similarly, a group of center-right 

MEPs also urge more specific guidance 

on ethics committee involvement: ”The 

role of ethics committees does not 

seem to be very clearly defined in the 

commission’s proposal. It is necessary to 

clarify that the assessment necessary for 

the authorization of a clinical trial also 

involves ethical aspects,” they observe.

In order to allow for independent 

control as to whether the Helsinki 

principles are adhered to, a clinical 

trial should be subject not only to 

prior authorization, but also “approval 

by an ethics committee prior to 

commencement,” they insist.

Not only is the need felt for explicit 

acknowledgement of the importance of 

ethical assessment. The constitution 

of the ethics committee should also 

be spelled out, according to Romanian 

liberal Cristian Silviu Busoi: Member 

states “should ensure the involvement 

of lay persons and patients. They should 

also ensure that the necessary expertise 

is available. In any case, however, and in 

accordance with international guidelines, 

the assessment should be done jointly 

by a reasonable number of persons 

who collectively have the necessary 

qualifications and experience. The 

persons assessing the application should 

be independent from the sponsor, the 

institution of the trial site, and the 

investigators involved, as well as free of 

any other undue influence.”

Low intervention trials

Another of the principal innovations in 

the 2012 approach was the aim to ease 

the regulatory constraints on academic 

or investigator-led trials by introducing 

the concept of “low-intervention trials.” 

Again, this has met with wide opposition 

in the parliament. 

“The principle of ‘no medicine without 

side-effects’ applies to all medicines, 

whether approved or being tested,” 

according to Greek liberal Theodoros 

Skylakakis in an amendment he is 

urging. “A distinction between high-

risk and low-risk trials does not hold 

water, given the absence of objective 

assessment criteria,” he claims in his 

written justification.

A similar point is made by Danish 

Green MEP Margrete Auken: “Low-

intervention does not necessarily mean 

risk free. Unexpected adverse effects 

can happen and subjects must be 

compensated in these cases. Therefore the 

The Best-Laid 
Plans...

The clinical trial debate 
in the European 
Parliament is bogged 
down by rival schools 
of thought. 

Peter O’Donnell

is a freelance journalist who 

specializes in European 

health affairs and is based 

in Brussels, Belgium.
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sponsor shall ensure that compensation is 

provided for all clinical trials”, she insists 

in one of her proposed amendments.

Timelines

The commission also targeted decision 

timelines. “The authorization procedure 

for clinical trials will allow for a fast and 

thorough assessment,” it boasted. Not 

everyone agrees with the concept—the 

new and tighter timelines proposed for 

national authorities to reach decisions 

are considered excessively short by 

several MEPs. Similarly, the commission 

intention of winning general agreement 

on tacit approval—a trial may start if 

an application for authorization is not 

rejected within a set period—is widely 

contested. “Such a tacit authorization 

procedure would impair the safety and 

rights of subjects,” argued French Green 

group MEP Michèle Rivasi in her opinion 

on the proposal.

Wider information

Intense debate is also underway on the 

amount and type of information that 

should be released on trial results. In 

line with the prevailing tendency in 

Europe—and elsewhere—to greater 

disclosure, the commission’s proposal 

offered numerous concessions to wide 

availability of data, including through 

the creation of a specific database. But 

this has not been enough to satisfy the 

transparency hawks in the Parliament.

Auken urges that “ for ef fective 

transparency and to ensure access 

for independent researchers to do 

randomized trials and meta-analysis, the 

database should be publicly accessible.” 

And in another amendment, she argues 

for the removal of any constraints on 

information provision on the grounds of 

commercial confidentiality.

“Ac c or d ing  to  t he  Eu r o p e a n 

Ombudsman, there is nothing in 

a clinical study report that can be 

considered commercially confidential,” 

she says. “Furthermore, the interests of 

public health and the citizens’ right to 

know should override any invocation 

of commercial confidentiality. Subjects 

volunteer for research to benefit society 

and future patients, not to benefit a 

particular drug company.”

Divisions within the parliament are 

evident in the counter-amendments put 

down by MEPs with greater sympathy for 

commercial confidence. French center-

right member Philippe Juvin is seeking 

additional protection for data, including 

a proposal for “protecting confidential 

scientific information which has not yet 

been published in a scientific journal.”

He is arguing that the new rules 

should “preserve the added value and 

the expertise of European researchers 

as well as their legitimate interests to 

benefit from the results of investments 

used to develop a clinical trial.”

A jungle of detail

It is in the peripheral areas of the 

proposal that the draft amendments 

are  conspicuously  numerous.  A 

telling example is in the discussion 

of labelling of investigational medical 

products. Juvin argues that if these have 

a marketing authorization, “additional 

labelling is superfluous and a waste of 

resources.” At the same time, he argues 

that  “it would be of real practical use 

to advise clinical trial subjects that 

they should always carry a card or 

leaflet indicating that they are taking 

part in a trial and providing some 

information about it and, possibly, safety 

recommendations.”

Busoi is urging a refined nuance to the 

rules relating to the language of labels 

on investigational medical products. The 

text proposed by the commission is that 

“the language of the information on the 

label shall be determined by the member 

state concerned. The medicinal product 

may be labelled in several languages.” 

This is not enough for Busoi. He wants 

to insist not only that the language of 

the information on the label shall be 

determined by the member state 

concerned, but that it also “shall be one 

of the official languages of the European 

Union.” His justification is that “in order 

not to impose unnecessary burdens, the 

information on the label should appear 

in EU official languages only”. As a 

further complexity, he adds: “This should 

not prevent member states concerned 

from imposing the use of a language 

which is not an official language of that 

member state, but which is relevant to 

the localization of the clinical trials site. 

The latter should be taken into account 

also by member states having more than 

one official language of the European 

Union.”

Distrust, resentment, even hostility 

are detectable in many of these 

detailed amendments. Auken wants to 

boost the proposed requirements on 

inspection reports. Not content with 

the commission proposal: “Following 

an inspection, the member state under 

whose responsibility the inspection 

has been conducted shall draw up 

an inspection report. That member 

state shall  make the inspection 

report available to the sponsor of the 

relevant clinical trial and shall submit 

the inspection report through the EU 

portal to the EU database.” She wants 

to add that the report “shall be publicly 

available.” Her justification is that 

“subjects taking part in the clinical trial 

have the right to know whether the trial 

has been conducted in accordance with 

the regulation for them to be able to 

withdraw their consent should they wish 

to do so. Moreover these inspections are 

carried out in the public interest and the 

inspections are often paid with public 

money which is why the report should be 

made publicly accessible.”

The list of changes demanded is almost 

endless, from provisions on insurance 

and indemnification through to consent 

and data protection. It is an indication 

of the importance of clinical trials that 

the proposed changes to the rules have 

attracted so much attention. It is an 

indication of the challenges of getting 

anything done in the European Union that 

the debate in the Parliament seems, at 

present, at least, to be bogged down in a 

chaos of rival schools of thought. 
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L
ink ing Leader s:  The Cl inic a l  

Roundtable Network was born 

two years ago to help clinical 

 trial executives hold productive 

discussions on ways to spearhead 

innovation in the execution of clinical 

trials in an open and collaborative 

environment. The boardroom-style 

roundtables enable decision makers 

and influencers with responsibilities in 

clinical operations, clinical quality, and 

clinical outsourcing to share insights 

and experiences, benchmark progress, 

and brainstorm solutions with like-

minded peers facing shared industry 

challenges. Filling a much needed gap in 

the conference/exhibition marketplace, 

Linking Leaders members get re-

energized by spending one day each 

quarter with peers who help stimulate 

fresh perspectives and provide an 

experienced sounding board for both 

day-to-day and long-term challenges. 

Members agree that it is not only 

beneficial for the leaders around our 

boardroom table, but also in the best 

interests of patients to share learnings 

across the industry. This column 

highlights a theme that has been 

prominent across all Linking Leaders 

forums—deep concern over whether 

teams have the right skill sets, training, 

and behaviors to lead the next generation 

of clinical research—from an operational, 

outsourcing, and quality perspective. 

Clinical trial executives are increasingly 

strategizing around talent development, 

management, and retention and how they 

can develop future leaders within their 

organizations. As both a highly scrutinized 

regulatory environment and industry 

consolidation—on both the sponsor and 

provider side—took hold a few years ago, 

pharmaceutical companies have taken a 

hit in the area of human capital. From the 

challenges of transitioning to risk-based 

monitoring (RBM), to moving from micro 

management to true oversight, to creating 

the right roles within quality management 

systems (QMS), there is a growing trend 

around identifying key competencies since 

doing more with less is as prevalent as 

ever but with a renewed and laser-sharp 

focus on quality. 

The impact of risk-based monitoring 

and quality management systems 

As new approaches to RBM begin to 

emerge across companies, executives 

are exploring ways to redefine roles 

for monitors and other personnel with 

comprehensive reviews of employee 

qualif ications and training. Pilot 

programs are underway to evaluate 

the cost/benefit ratio of risk-based 

monitoring, with early results for 

some determining that the same level 

of quality was found as previously run 

studies run with 100% source data 

verification. Reducing data points in 

order to analyze what is truly critical 

is evolving the role of formerly box-

checking monitors into site managers, 

provided they possess managerial 

qualities or can be professionally 

developed in this way. The transition 

from monitor to site manager is a 

cultural and change management issue 

for which leaders must be prepared. 

Significant culture change will also be 

required for companies considering 

moving data management under the 

auspices of clinical operations, as 

aligning these functions with the advent 

of electronic data capture can provide 

synergies. These synergies allow for 

potential decreases in personnel but 

require changes in thought process. “It 

comes down to a smart approach to 

managing data and marrying clinical 

operations and data management,” 

says Mitchell Katz, Executive Director, 

Medical Operations at Purdue Pharma. 

Clinical  operations executives 

are also examining changing roles 

as their organizations transition to 

working within a QMS. While a quality 

management “system” might imply an 

inherent IT component, there is general 

agreement that it might best be referred 

to as a quality management “framework” 

to encapsulate the importance of the 

people within the system, rather than 

just the processes. This distinguishing 

factor was so important to small pharma 

company Pozen, they hired experts from 

a local university to train on how to 

pick the right employees and whether 

they’d be the right fit as they worked to 

incorporate quality by design approaches 

into clinical plans. “We need the most 

competent people; we can’t afford to 

forget about the human factor,” said Lisa 

Zimmerman, Pozen’s Vice President of 

Clinical Operations.

The changing oversight function in 

an outsourced environment

As most companies are not increasing 

internal head count and continue to 

Lesly Atlas
Founder, Linking Leaders, LLC

latlas@linkingleaders.com

Pam Sobotka
Founder, Linking Leaders, LLC

psobotka@linkingleaders.com
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A view on redefining 
key roles across the 
evolving clinical 
development 
landscape.
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increase outsourcing, proper oversight 

of clinical service providers within a 

QMS is paramount. Andy Lee, Senior 

Vice President, Deputy Head, Clinical 

Sciences and Operations at Sanofi 

affirmed, “The days of doing it all on our 

own are over; without CRO alliances, we 

cannot be successful.” Also, there is no 

consistent model that is considered best 

practice—it’s not just FSP or full service 

any longer; it’s all about fit-for-purpose. 

Linking Leaders roundtable members 

acknowledge that any given model can 

work but largely agree that it is the 

people you have on the project who are 

most critical. “Regardless of the model 

selected, we find the right individuals 

with the required credentials and strive 

to establish a collaborative environment 

with our clients up front,” said Ray Hill, 

President of inVentiv Health Clinical. 

“Providing a project team that fits our 

clients’ needs is our first priority.” 

An ongoing deliberation among 

executives is how much oversight of 

clinical service providers is enough 

and whether the term “oversight” is 

simply a more politically correct term 

for “micro management.” With the 

FDA and global regulatory authorities 

routinely asking for oversight plans, 

sponsors attempt to walk the line 

between a more hands-off approach 

and appropr iate  over s ight  that  

me ets  reg ulator y  e x p e c t at ions .  

This reexamination of the oversight 

function has led pharma companies 

to revisit both job descriptions and 

required training of their clinical 

teams; plus, a large part of oversight 

is behavioral—micro management as 

“habit.” This conversion is challenging 

and requires a commitment to change 

management within the organization. 

Vendor management and oversight 

are competencies that can be learned, 

but training programs are needed 

to promote this skill set. Ultimately, 

senior management must advocate 

the changes that support the goal of 

transitioning from study management 

to vendor management without micro 

management. 

Transforming the role of the QA 

professional within a QMS

Clinical quality executives believe 

in the human capital aspect so much 

that they are taking a hard look at 

redefining the “quality professional 

of the future.” This is a result of both 

the recent characterization of quality 

by the FDA as “the absence of errors 

that matter” and the shifting mindset 

in pharma from one of compliance to 

one of quality as a culture. Historically, 

quality professionals have played 

a largely reactive audit role, focusing 

on verification and finding problems, 

as well as concentrating on minutiae 

to of fer senior management the 

assurance that the site/system/vendor 

“passed the audit.” Alternatively, the 

future state of audits should be aligned 

with a QMS and be proactive and 

solutions oriented. Therefore, the role 

of the quality assurance professional 

must evolve to reflect this both by 

encompassing an improved audit 

function and an expanded role that 

evaluates the big picture of quality 

within the organization, encompassing 

a continuum of quality planning, 

management, and improvement. 

Technical sk ills,  cr itical to an 

e x p ande d qua l i t y  pro fe ssiona l,  

would include a current interpretive 

knowledge and deep understanding 

of regulations; a depth and breadth of 

knowledge of the drug development 

process; a sound foundation in ethics 

(including data privacy and the IRB 

process); an understanding of quality 

risk management skills, tools, and 

techniques; and a solid foundation 

in QMS. If an organization prefers to 

improve upon current auditor roles 

within the organization, additional 

training and development would be 

warranted. Deborah Driscoll, Vice 

President of Quality at Pfizer, believes 

“qualit y professionals should be 

proactively involved, in partnership with 

clinical and operations colleagues, in 

the process to align on what’s critical 

to quality, and how best to manage the 

risks that are most likely to affect quality 

during a study. In turn, companies 

will garner the return on investment 

of building quality in up front and see 

the value of the integrated quality 

management plan approach.”

An industry poised for change

Improving operational efficiencies, 

getting more value out of provider 

partnerships, and raising the bar on 

clinical quality have been perennial 

challenges for clinical trial executives. 

However,  in light of  a changing 

regulatory paradigm, cross-industry 

consor tia, and new entities such 

as TransCelerate BioPharma, Inc. 

have emerged to initiate industry 

alignment and create more traction 

in improving the speed of delivering 

innovative drugs to market in a safe, 

ef f icient manner. Several Linking 

Leaders members are involved in these 

consortia and many are independently 

piloting programs within their own 

organizations. These executives are 

committed to sharing non-propriety 

information to help inform ways of 

improving quality, efficiency, and safety 

within clinical trials. It is invigorating 

to see leaders f rom companies,  

la rge and small,  demonstrat ing 

openness and collaboration. Linking 

Leaders members are poised to drive 

important changes such as the evolving 

key roles discussed above and, in 

upcoming columns, we look forward 

to disseminating additional ideas and 

progress “beyond the boardroom.”

Improving operational efficiencies, getting more value out of 

provider partnerships, and raising the bar on clinical quality 

have been perennial challenges for clinical trial executives. 
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Challenging the Value of 
Strategic Partnerships in 
Clinical Trial Outsourcing
Andy Parrett

I
n Hans Christian Andersen’s story, “The Em-

peror’s New Clothes,” two tailors promise their 

leader a suit that is invisible to anyone unfit 

for office. Everybody goes along with it: the 

Emperor not wanting to appear incompetent, 

the people not daring to challenge him. In clinical 

trial outsourcing we are witnessing a similar phe-

nomenon, except that our Emperor is the pharma-

ceutical executive, our tailors are the large CROs, 

and our invisible suit is strategic partnering. In the 

children’s story, of course, it takes the foolhardy 

effrontery of a young boy to expose the truth. This 

article endeavors to cast itself in that boy’s role.

Strategic partnership deals are the fashion in our 

space, with numerous public announcements in re-

cent years.1 And there have been a number of reviews 

and commentaries on the trend, most of which con-

clude that strategic partnerships are beneficial to the 

sponsor companies implementing them.1, 2, 3 A good 

summary of the popular view has been provided by 

industry observer Kenneth Getz, who says: 

“Partnerships hold promise in establishing 

long-lasting relationships that benefit from stra-

tegic insight into and engagement in future port-

folio needs. Under these relationships, sponsors 

partner with fewer CROs. They gain the assurance 

of dedicated global capacity and expertise under 

shared governance, coordinated communication, 

and issue resolution and integrated operating pro-

cesses and systems.”2

Getz’s thoughts on strategic partnerships recur 

throughout the literature, along with others such 

as economies of scale, risk sharing. and trust. But 

what value is associated with each of these fea-

tures? Are the benefits real? Where is the evidence? 

The British mathematician and philosopher Ber-

trand Russell once said: “When you are considering 

any matter, ask yourself only what are the facts 

and what is the truth that the facts bear out. Never 

let yourself be diverted either by what you wish to 

believe, or by what you think would have beneficent 

social effects if it were believed. But look only, and 

solely, at what are the facts.”4

This is a useful approach to take when examin-

ing strategic partnerships because, although the 

vision of collaborative sponsor-CRO alliances—

that is, we’re all in it together—might sound ap-

pealingly noble, facts demonstrating real added 

value are hard to find and reasons to doubt are 

many. Some common-sense objections to each 

strategic partnership feature are listed in Table 1, 

but you will rarely hear these mentioned in the de-

bate as, conveniently, facts are ignored in favor of 

righteous platitudes.

Just examine the literature. The main benefit 

said to arise from strategic partnerships is the 

Based on the ownership of risk by the sponsor, the 
concept of strategic partnerships may be flawed.
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promise of savings. However, the only 

company that appears to have put their 

name to a figure on this is Eli Lilly (20% 

on data management and monitor-

ing)3 and in that case there is no detail 

provided around how the saving was 

achieved or measured. Meanwhile, there 

is evidence that savings are not mate-

rializing in the partnership space, with 

last year’s RW Baird Survey suggesting 

CRO costs have increased, particularly 

for large pharma where the majority of 

the strategic partnership deals have 

been created.5

What does “strategic” mean?

The concept of strategic purchasing can 

be traced back to a seminal paper by 

Peter Kraljic published in Harvard Busi-

ness Review in 1983.6 Kraljic explained 

how suppliers can be classified in terms of their cost and 

the risk they present of failing to supply (perhaps failing to 

recruit patients).

The implications of Kraljic are shown in Figure 1. When 

assessing suppliers we calculate what the supply failure risk 

is versus cost, which gives us a definition of value. Now, if 

Source: Andy Parrett

Figure 1. When assessing suppliers the supply failure risk versus cost is 

calculated, showing the value. 
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awarding an entire portfolio it is reasonable to position small 

CROs at point A representing low cost but high risk, while the 

larger, better established CROs might occupy point B rep-

resenting high cost with lower risk. Of course the place any 

buyer would like to be is at point C, but that isn’t very realistic. 

Instead the goal might be to get to point D and the message 

is that it may be better to do that by investing in mitigating 

the risk of a low-cost provider than by negotiating discounts 

with an established one.

The investment to support a provider is a real strategic 

approach. Procurement professionals call it “supplier devel-

opment” and it is clear to see how such a philosophy might 

lend itself more readily to engaging cheaper, riskier, smaller 

providers. In our industry, however, we have made it a pre-

requisite of strategic partnerships that the provider is large 

and global. 

Getz observes: “Small and mid-sized CROs have largely 

been left behind while major CROs—the only organizations 

with sufficient scale and diverse talent—service a growing 

number of integrated relationships.”2

This prevailing attitude reduces the 

science of procurement to mere shopping 

and is very reminiscent of the old phrase 

“nobody ever got fired for hiring IBM.” 

Strategic purchasing should be about 

mitigating supply failure risk, but in our 

space nobody ever talks about that in the 

same breath as strategic partnering. The 

single biggest risk of supply failure—not 

recruiting patients—is never mentioned. 

The focus instead is on discounts and 

it can be concerning that such tactical, 

point-of-contract, saving-mechanisms are 

constantly being touted as strategic solu-

tions when frankly they are not.

Pharma talks strategic, but acts tac-

tically and nobody can blame the big 

CROs for making some money out of the 

situation. So it’s like “The Emperor’s New 

Clothes.” It wasn’t the fault of the tailors. 

The Emperor brought his predicament 

entirely upon himself.

Partnerships and the risk dynamic

In the Journal of Clinical Research Best Prac-

tices, Ronald Waife writes: “[T]here is 

nothing to be gained by characterizing 

service providers as partners…the criti-

cism of a pay-for-service relationship in 

favor of something somehow more lofty 

is misplaced and misleading.”8

True partners are defined as such be-

cause they share interests, risks, and 

profits. However, in Waife’s analysis, sponsor risks and profits 

are high, while CRO risks and profits are more modest. But 

the subset of CROs who have cornered the strategic partner-

ship market actually generate profits (as a percentage of earn-

ings) comparable to those of their clients.

Just consider the market. Private equity companies have 

been scrambling to get into the CRO business over the last 

eight years, with 14 formerly public CROs having moved into 

private ownership.9 Such investors don’t go hunting acqui-

sitions in industries where profits are modest and, all the 

while, strategic partnering is where they most want to be. The 

acquisition activity associated with this has driven a consoli-

dation of CROs, and economists tell us that as the number of 

suppliers decreases so prices rise in the pursuit of profit.10 

This is especially true in the supplier base for strategic part-

nerships because, remember, we have made it a pre-requisite 

of strategic partnerships that the provider is large and global. 

And this has limited our options, with one analyst (Jim Miller, 

President PharmSource Information Services Inc.) claiming 

that the six largest CROs now account for 50% total clinical 

Features and Objections

STRATEGIC PARTNERSHIP FEATURE DISADVANTAGE

Long-lasting relationships 
Reduced flexibility/agility. Reduced competition 

(which impacts cost, quality, and innovation). 

Fewer providers See above.

Dedicated global capacity 

Dedicated resources negate the benefit of just-in-

time resourcing. Why pay the premium for global 

capacity every time if it might be cheaper to 

match vendor capability to project requirements? 

Shared governance 

Governance is expensive. Popular models 

are based on issue escalation rather than 

risk and quality management and obscure 

who the customer is—harming delivery.

Integration 

Integration introduces prohibitive exit costs 

for the relationship, therefore incurring 

the same disadvantage as long-lasting 

relationships and fewer providers.

Economies of scale 

The big CROs who sell this benefit 

are usually also the most expensive. 

Economies of flow are more important.4

Risk sharing 

Risk sharing in service contracting does not exist 

because if you try to transfer risk then you will pay 

a premium even if the risks are never encountered. 

Trust 

Trust is a false concept where applied 

between organizations, but one that appeals 

due to the mind’s tendency to personify 

groups. It is used as an excuse for zero 

transparency, which should be the real basis 

for prolonged engagement of a provider.

Source: Andy Parrett

Table 1. Common-sense objections to each strategic partnership feature.
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CRO revenues. This means a market that economists describe 

as “oligopoly,” characterized by, among other features, high 

profits for the suppliers.10

It would be okay for the CRO side of the partnership to en-

joy high profits if they shared the risk but, as Waife points out, 

this is where the partnership concept really breaks down:

“The CRO’s risk in non-performance is mostly one of tar-

nished reputation…[but] responsibility for failure is usually 

obscure…[and] sponsors are notoriously loathe to pursue 

penalties. If there is a sanction it would most likely be loss of 

work. But …sponsors routinely continue to give work to ser-

vice providers who have failed them.”8

Put simply, risk sharing does not exist between customer 

and service provider…and you cannot have a partnership 

without shared risk. The solution for this dilemma: accept that 

the risk is always with the client, who should therefore take 

responsibility for managing the risk.

And taking responsibility for risk means the sponsor needs 

to be in charge; be the boss, not a partner. This is no seman-

tic point. Partnerships create governance hierarchies built 

around issue escalation and nannying project teams, often 

placing CRO personnel in committees where they are equal 

or senior to sponsor personnel. This blurs the distinction 

between customer and service provider and harms delivery. 

We should tear down traditional governance and replace it 

with a lean system where pharma focuses on risk and quality 

management and the CRO gets on with delivering its services. 

Waife concludes: “[Why] not just pay your CRO for compe-

tent work without all the “partnership” trappings? Look at any 

recent press release announcing a new sponsor-CRO partner-

ship. Every single service or advantage listed…can be pur-

chased…from that CRO…without a partnership agreement.”8

Waife might as well say that partnerships in our space are 

like lipstick on a pig. You can dress up service delivery as some-

thing more beautiful, but it’s still service delivery. Any sugges-

tion the sponsor might benefit by subscribing to the partner-

ship fantasy is groundless in fact and potentially dangerous.

Conclusion

In summary, strategic purchasing is something buyers do to 

mitigate the risk of supply failure, a risk that, fundamentally, 

cannot be shared because service providers have different in-

terests to their sponsors. Meanwhile, a partnership describes 

a particular type of relationship where risks are genuinely 

shared because interests are shared. Put together therefore, 

the two concepts represent an oxymoron that logically cannot 

be fit for purpose and provides a classic example of how an 

appealing idea can become popular despite practically zero 

evidence in support of claimed benefits.

Should (as would seem likely) the risk/cost profiles of CROs 

described in Figure 1 vary significantly between trials (so that, 

for a given trial, a cheaper CRO may also sometimes be less 

risky) then a policy of radically limiting one’s supplier base will 

impact the possibility of achieving best value from one trial to 

another. Thorough study of this dynamic—considering total 

cost of ownership in order to fully understand the pros and cons 

of limiting one’s options—is therefore essential for any sponsor 

considering its sourcing strategy. Taking such an evidence-based 

approach is well rehearsed in the procurement profession, 

where it is called “value analysis.” However, to my knowledge, no 

such analysis has ever been undertaken prior to implementing a 

preferred provider policy for clinical trial outsourcing.

Adoption of procurement best practices is what has been 

missing in clinical trial outsourcing, in place of the pursuit of 

a utopian dream of partnering with service providers. When 

sponsors accept that they alone own their risk—that they 

cannot share it via misconceived partnerships—then they 

can justly demand full transparency and slim profit margins 

from CROs who, ring-fenced from risk, will have no excuse 

not to comply. Perhaps only then will sponsors secure the 

ultimate prize of reducing real costs rather than recognizing 

imaginary savings…and subscribing to the myth of “The Em-

peror’s New Clothes."
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PEER

REVIEW

What Does the Future Hold 
for Clinical Monitoring?
Andrew Schafer

W
hen you are through changing, you are 

through.”  So says Bruce Barton.  Bruce 

who? Think Betty Crocker. She’s Barton’s 

creation. So are the enduring household 

reputations of Campbell Soup, Revlon, 

General Motors, and General Electric. Barton is 

among the most successful advertising executives 

in American history—some insist, the best. A real 

forward thinker for most of the 20th century. 

If Barton were alive today, he would be all 

over the results of a recent Industry Standard 

Research (ISR) Study* evaluating what clinical 

monitoring might look like in 2015. 

Why? We know that the biopharma industry is 

not what it was five years ago as financial pres-

sures continue to mount. Second, we know that 

clinical monitoring can account for approximately 

half the costs of later stage clinical development 

projects, so if companies are going to cut costs, 

they might as well target the biggest bucket. 

That being said, survey results reinforced that 

traditional clinical monitoring will not go away. 

It can’t. Its scope is a critical component to help 

ensure squeaky clean data and utmost patient 

safety. Yet, according to study results, if spon-

sors and service providers are to relieve stubborn 

industry-wide financial pressures and meet grow-

ing industry demands, clinical monitoring must 

begin to morph into more of a hybrid model—at 

least in the later phases of clinical trials. As one 

respondent aptly put it, “There is a large area of 

opportunity to improve how clinical trials are 

conducted. Hopefully the combination of new 

technologies and alternative models can help to 

improve monitoring and data quality.”

What’s in it for sponsors and CROs?

Consider these study results a wake-up call to 

action. The report details the overall awareness, 

interest, and likelihood that alternative models 

would be adopted for clinical monitoring; it ex-

poses the barriers to adopting these models; it 

outlines appropriate phases of development for 

the various mix of monitoring models; analyzes 

the best pricing models for this highly outsourced 

activity; and broadens the industry’s understand-

ing of how the clinical monitoring environment 

will likely change over the next few years. 

Merging industry forces lead to change

While the biopharmaceutical industry can be slow 

to change, current commercial forces are working 

to accelerate the adoption of adaptive monitor-

ing designs. These forces (a struggling economy, 

lack of novel drugs in the pipeline, mega mergers, 

sub-par financial performance, and the patent 

cliff) will impact clinical monitoring, just as it has 

impacted other facets of biopharma. 

Many companies saw the handwriting on the 

wall early on. In the late 1990s, Novella Clinical 

began to test new monitoring models, utilizing 

EDC for both data capture and remote review. To-

day, Novella utilizes a combination of on-site and 

centralized monitoring to effectively monitor clini-

cal studies.  On-site monitoring allows monitors 

to assess study documentation, compliance with 

Current commercial forces are working to accelerate 
the adoption of adaptive monitoring designs.

“
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protocol, staff training, and source documentation, while a 

centralized monitoring team, through its data coordination 

center (DCC), provides remote data review and coordination. 

“By leveraging the two groups we have developed a tar-

geted monitoring approach that increases centralized moni-

toring with a corresponding decrease in on-site monitor-

ing,” explains Novella’s Nick Dyer, Executive Vice President 

of Business Development.  

“The targeted monitoring plan is de-

signed by planning to monitor a ran-

dom sampling of selected patients 

and/or specific data points.  Central-

ized monitoring through our DCC 

provides remote data review and co-

ordination in support of the field moni-

toring staff.  By having the DCC review 

these patients, much of the normal 

data inconsistencies will be cleaned 

prior to a monitor ever visiting the site; 

and through our centralized review, any 

study data trends are addressed.  In 

addition, the constant review of data 

coming in through the EDC system 

improves follow up with sites, which 

translates into improved data entry 

metrics and faster query generation 

and resolution.”

As a consequence, the trend No-

vella is seeing is an increased sponsor 

comfort with their hybrid centralized/

on-site monitoring models, as more 

organizations are willing to utilize a 

targeted on-site monitoring model in 

combination with the centralized data 

review team.

Not a complete change

Generally, sponsors maintain some 

monitoring function with internal staff. 

Yet, according to survey results, the 

majority of biopharmaceutical compa-

nies (92%) rely on outsourcing to sup-

port their monitoring functions.

That degree of outsourcing will not 

change. Sponsors indicated they plan to 

continue to utilize monitoring support 

from the same mix of service providers 

they use today, i.e., CROs, temp and 

contractor staffing agencies, and BPOs. 

In terms of the mix between in-house 

and outsourced clinical monitors, the 

mix will shift slightly more in favor of 

outsourced monitors. The current mix 

showed roughly 40% to 60% (in-house versus outsourced), 

and the mix by 2015 will likely be in the 30% to 70% range. 

While this is good news for service providers, the ques-

tion is, how will they differentiate their clinical monitoring 

services? Based on CRO media, it seems they are already 

attempting to differentiate themselves by developing newer, 

non-traditional models in order to offer a more customized 

approach to clinical monitoring.

Source: Industry Standard Research

Figure 1. Study results indicate that although respondents are substan-

tially less aware of the triggered, on-site model, they are just as interested 

in it as they are in traditional, regularly scheduled on-site monitoring.
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Figure 2. Utilization of three monitoring models today and in 2015.
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Aptiv Solutions, for example, has developed specific 

technology (AptivAdvantage™) and work processes geared 

toward adaptive clinical trials. Phil Birch, Corporate Brand 

Manager for Aptiv, explains the company’s differentiation 

is its technology and execution processes. “Particular em-

phasis has to be placed on complex adaptive design trials, 

which provide the highest value information to aid develop-

ment decision making. Complex design trials will revolu-

tionize drug development.”

Premier Research, on the other hand, focuses its efforts 

on electronic data capture. “We feel that EDC will provide 

the best scalable solution that is both flexible and auto-

mated for a centralized point of tracking, while providing 

near real-time remote/centralized access to site data and 

metrics and retain the high quality that is required,” notes 

Patrick Young, Executive Director, Clinical Trial Manage-

ment and Clinical Monitoring Services. 

“We are continuing to review and assess more efficient 

and effective centralized approaches to clinical monitor-

ing that will improve both time and cost without reducing 

data quality. Our primary focus will always be the quality 

of data and ensuring that it does not suffer in the pursuit 

of efficiency.” 

While these newer approaches to clinical monitoring are 

being utilized by some, how aware of, and interested in, 

them are sponsors and service providers? As you can see 

from Figure 1, study results indicate that although respon-

dents are substantially less aware of the triggered, on-site 

model, they are just as interested in it as they are in tradi-

tional, regularly scheduled on-site monitoring.

Moreover, Figure 2 suggests that while most respondents 

currently use a traditional approach, which is likely to con-

tinue through 2015, more significant growth is projected 

to come from the triggered and remote, centralized ap-

proaches—45% and 107% growth respectively.

 Scott Houston, Director, Clinical Operations at Omeros, 

a Seattle-based biopharmaceutical company, describes his 

company’s use of alternative monitoring models as one that 

According to survey results, the 

majority of biopharmaceutical 

companies (92%) rely on outsourcing 

to support their monitoring functions.
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starts with a comprehensive monitoring plan and includes 

data management and medical review, as well as centralized 

remote clinical review and cleaning of EDC data. “We an-

ticipate and achieve less CRA hours spent per patient with 

this additional level of centralized site support and manage-

ment, without a reduction in total monitoring oversight.  In-

tensive management of site data entry and query resolution 

provides relief to CRA workload while on-site, and a quick 

and early avenue for addressing data trends across sites 

and the study.  This is very important in a fast-moving trial. 

Centralized targeted review of screening data prior to ran-

domization, including inclusion/exclusion criteria, concomi-

tant medication, and medical history, provides the sites an 

additional and welcome level of support in screening for 

eligible subjects. The sites have responded to us with very 

positive feedback.”     

Clearly, while there is very solid interest in non-tradi-

tional models, study results indicated that not all models 

are best suited for all development phases. 

• There’s almost an inverse relationship in Phase I and 

Phase IV in traditional monitoring, versus triggered and 

remote hybrid models. 

• Phase IV studies are very well suited for non-traditional 

monitoring models. The industry recognizes that tradi-

tional monitoring is very expensive for longer, larger stud-

ies, and other options are needed.

• Phase I studies are not currently the place for non-tradi-

tional monitoring models to secure their foothold. Given 

the relatively low number of sites and volunteers/patients, 

the opportunity for efficiencies may be modest.

• Remote/centralized monitoring becomes a lot more “suit-

able” in the minds of respondents when it is combined 

with another model.

• Triggered monitoring (and hybrid triggered-traditional) is 

viewed as very well suited for Phase IIIb studies.

• Using a mixed model for monitoring is appealing to 

respondents and is, in fact, viewed as more suitable in 

some instances. 

Dyer agrees there’s no one-approach-fits-all methodol-

ogy: “No single monitoring approach can be used for all 

clinical trials. A clinical monitoring plan should be tailored 

to the specific human protection and data integrity risks of 

the trial and should also focus on the critical data and pro-

cesses identified by the risk assessment.”  

Clearly, survey respondents see the need for change and 

are open to it in the proper context. Because data qual-

ity concerns are the biggest barrier to adoption for non-

traditional monitoring models, if they are to succeed, they 

will need to first and foremost ensure data quality does 

not suffer. 

“At Aptiv Solutions,” offers Birch, “we have changed the 

data cleaning process such that study data is continually 

cleaned and reviewed in stream, and in parallel, by the com-

bined team efforts of the data manager, programer, statisti-

cian, and medical (physician) reviewer. This ongoing data 

review by a physician ensures that the data is medically 

Source: Industry Standard Research

Figure 3. Quantitative web-based survey of highly screened individuals who have responsibility for clinical 

monitoring activities within their organization.
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plausible and in a state that is ready for interim analysis 

at all times. Our goal is to clean all study data in stream 

during the trial, and not to simply focus on cleaning the pri-

mary data for decision making. This includes the coding of 

all relevant data as well as undertaking the SAE and exter-

nal data reconciliations resulting in data that are as clean 

as possible for making the adaptation decision.”

What can sponsors and CROs do to get ahead 

of the curve?

Sponsors. A short leap of faith is needed. Help service 

providers put air-tight plans in place when it comes to 

data quality and patient safety. Increasing the penetration 

of non-traditional monitoring might end up costing more 

in terms of both hard dollars and soft oversight dollars 

(people’s time). Look at this as an investment. Sponsors 

will also need internal advocates who are passionate 

about these models and who are influential enough to help 

garner support. Houston adds, “We’ve achieved significant 

savings from the classic CRA responsible-for-all-site-

activities model by transferring site management, clinical 

data review/cleaning and data trend response to workers 

that excel with these specific skills and have a lower cost 

than CRA’s.  Both the transfer of these responsibilities 

to centralized personnel at a lower cost per hour and the 

greater efficiency of the CRA at the site have reduced our 

overall monitoring costs significantly.”

Service providers. Coming to the table with a lot more trial 

planning, contingency, and scenario-based strategies for 

any trial involving a non-traditional monitoring plan is a 

necessity. Technology platforms and portals must be solid 

and near real time. From a marketing perspective, CROs 

must quickly develop named case studies that contain hard 

metrics. And maybe, most importantly, find some early 

adopters with whom to partner. 

Research showed no difference in respondents’ interest 

in the monitoring models based on their company size. The 

study had hypothesized that mid-size and smaller compa-

nies would be more interested in non-traditional models, 

but this was not the case. Finally, the models must be cost 

effective for the sponsors.

What might pricing look like?

While the study examined various preferences for pricing 

models, (per patient, per site visit, fixed price/lump sum, 

fixed price per site that enrolls patients, price per CRF page, 

and hourly rate), respondents held varying views on which 

are preferred.

Service providers will have options for how they plan to 

charge for these newer models, however some sponsors are 

leaning toward models that include a fixed-price compo-

nent. This opens up the possibility for greater risk-reward 

contracts, and while those come with the opportunity for 

more profit, they also come with more volatility that could 

negatively impact cash flows.

Walk before you run

If the goal is to increase the adoption of more efficient 

monitoring models, whether because companies want to or 

need to, the path of least resistance would be to start with 

a mixed model of part traditional, on-site monitoring along-

side triggered or remote/centralized monitoring. Sponsors 

and service providers, alike, will need to treat any foray into 

this environment with a lot of extra planning, discussions 

with regulators, and with a longer-term payback period in 

mind. There will be challenges, including a perceived lack of 

confidence in non-traditional models’ data quality, system 

upgrades, re-education—and, of course, cost.

Once these obstacles are hurdled, sponsors and service 

providers will need to demonstrate to regulators that these 

hybrid models keep patient safety at the top of the list and 

data quality is on par with traditional studies. Then adop-

tion will begin to accelerate. 

Now is the time to act

There is a high level of interest in these non-traditional 

monitoring models. In fact, many companies are already 

utilizing variations of these newer models. 

Start discussions with each other and the regulatory 

bodies to ensure everyone is aligned with the same set of 

expectations. The successful implementation of these mod-

els will pull together technology applications, regulatory 

experts, novel business models, and clinical operations in-

novations.  

Sponsors and service providers will have to be equal 

partners in this endeavor if these models are to succeed. 

Just as Bruce Barton was able to ensure Betty Crocker 

endured decade after decade by changing with the times, 

tweaking clinical monitoring models to realign with the 

times is vital to the overall health of the biopharma industry.

*This online quantitative research survey polled a total of 81 bio-

pharmaceutical sponsors and service providers. All respondents have 

responsibility for clinical development activities for their respective 

companies.

Andrew Schafer is the President of Industry Standard Research, PO 

Box 1842, Cary, NC, e-mail: AndrewS@ISRreports.com.

Implementation of these models must 

utilize technology applications, regulatory 

experts, novel business models, and 

clinical operations innovations.  
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PEER

REVIEW

Negotiating Effective 
Clinical Trial Agreements 
and Study Budgets with 
Research Sites 
Jeff Parke

F
or each clinical trial, a clinical trial agreement 

(CTA) and budget are negotiated between the 

investigator and the sponsoring company so 

that the costs of carrying out the trial are reim-

bursed. Negotiation is a part of everyday life, 

especially in clinical trials. Many professionals and 

lawyers spend hours daily negotiating. However, 

few people have ever formally learned the strategies 

and techniques of effective negotiations, and even 

fewer still have mastered them. This article is aimed 

to share some lessons learned throughout my ca-

reer as a clinical trial contract negotiator and team 

lead. The lessons learned have come from my own 

contract negotiation experiences in a variety of situ-

ations, as well as research on the most up-to-date 

negotiation theories and techniques. 

It is important to understand the guiding princi-

ples that permeate the entire negotiation process. 

Some of these principles include:

•  Negotiating strategically and not instinctively

•  Importance of being prepared

•  Protecting your reputation

•  Expertise comes from knowledge and practice

Negotiate strategically, not instinctively

Let us say you are at your desk on a Monday 

morning following a long holiday weekend and 

you are overwhelmed by your to do list and your 

inbox, and wondering if this year’s merit raise will 

in any way reflect your true value to the company. 

So, as you sit at your computer and start to dig 

out of the unrelenting number of messages, Jane, 

a contracts manager from a large academic uni-

versity, calls and asks if you have a few minutes 

to chat about some outstanding budget items 

that need to be ironed out before the contract 

can be executed and the site initiation visit (SIV) 

can be scheduled. Knowing the value of this site 

and of the principal investigator (PI), who is a 

key opinion leader (KOL), you ultimately agree to 

take her call and walk through the budget issues. 

Since you’re mostly up to speed with the current 

issues and intended to call Jane later in the day 

anyhow, you tell Jane that you are fine to chat 

now. You just ask Jane to hang on for a minute 

or two while you pull up the last revisions of the 

budget. While you dig up the necessary informa-

Negotiating skills can be applied to clinical trial 
agreements, budgets, and more for effective and fair 
contracts.

ES227148_ACT0413_040.pgs  04.04.2013  03:35    ADV  blackyellowmagentacyan



PROJECT MANAGEMENT

appliedclinicaltrialsonline.com   APPLIED CLINICAL TRIALS    41April 2013

tion Jane asks some innocuous questions to keep the con-

versation flowing. Once you find what you need, you jump 

right into the negotiations. 

Twenty minutes later after Jane has 

rejected most of your counteroffers in 

your revised budget, you ultimately agree 

on the major deal points. Jane then sug-

gests that she take the revised draft that 

you both agreed to and finalize it on 

her end and send it back over for signa-

tures. Remembering your overflowing 

inbox and the multiple items that need 

to be addressed before noon, you readily 

agree to let Jane clean up the document 

and send it back to your attention. 

A few days later, despite some misgiv-

ings, the contract is finalized and the deal 

is inked. You know it is not a great deal 

as you have basically offered the site the 

maximum amounts allowed for the study, 

but after discussing with your project 

manager you realize this is a better agree-

ment than no agreement at all, especially 

since the PI is a KOL in this study. 

So, you then might sit back and ask yourself what hap-

pened here? You, like hundreds of other contract negotia-

tors, made a major error when you agreed to speak with Jane 

Source: Jeff Parke

Figure 1. Seven key principles to contract/budget negotiation.
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contract/

budget
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Negotiate
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and not
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Be prepared
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know when

to stop

talking and

start

listening
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your
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(learn by
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 before you had strategically prepared yourself for the final leg 

of the negotiations. Most individuals negotiate instinctively or 

intuitively. That is a natural course of negotiation. It can also 

be devastating. In this instance, Jane, a very experienced con-

tract and budget negotiator had a significant advantage. Not 

only did she set the tone of the conversation, but she likely 

put her negotiation knowledge to work before ever picking up 

the phone to call you, by strategically determining:

• How to create the right atmosphere that would help her 

achieve her goals

• The questions she needed to ask to improve her leverage

• The strength of her alternatives if the deal started going 

down the drain (i.e., mention that if you two could not reach 

an agreement she would possibly get the PI involved and 

call the project team directly)

• What independent standards she might use to justify her of-

fers or concessions

• What might be her next offer or concessions and why

• What issues to discuss first, and last, and how to control 

the agenda

Now contrast this with your situation. Were you thinking 

strategically about the negotiations that Monday morning? It 

is unlikely that you were. 

The power of being prepared

What tends to be the most universally ignored but most 

effective negotiation tool? Being prepared. The more you 

prepare yourself for a negotiation, especially a complex and 

highly stressful one, the better you will do. Most people 

fail to properly prepare themselves. We often have the best 

intentions, but we often find ourselves diving right into the 

negotiation without adequately exploring the many avenues 

down which negotiations may proceed. Adequate prepara-

tion will not only make a difference, it will be the difference 

between success and failure. Negotiation research unmis-

takably demonstrates the concrete value of preparation. 

Yet, many individuals still inadequately and ineffectively 

prepare. 

As a contract and budget negotiator, it is our required 

processes as well as our responsibility to comprehensively 

analyze every substantive element of a contract and engage in 

consistent due diligence to ensure that we do not miss a sub-

stantive point during the negotiations. We should never short 

change the process element of the negotiations. To consis-

tently get what we need in a negotiation, we must marry the 

substance to the process. Adequate preparation—on both 

substance and process—is essential to success. 

Explain to the site that although you will recommend what-

ever the site is requesting, that there is a higher authority 

that needs to be checked with before certain decisions 

are made. Higher authority works best when the higher 

authority is in fact an entity like a sponsor or a contract 

review team. Do not wait too long before employing the 

advice from your project lead, legal, or the sponsor. If you 

wait too long, problems tend to fester and parties become 

too invested in their positions. By the time you get around 

to going to a higher authority, you will have wasted consid-

erable resources and the momentum toward reaching an 

agreement. The time to mediate is as soon as the negotia-

tions founder. Bottom line, you must develop clear paths of 

escalation and always stick to those lines.

When is Escalation Necessary?

When you are reviewing the contract, ask yourself: “Does 

the language pose a risk to the sponsor or CRO?”

Keep in mind that sites often have a checklist of items 

that their legal group wants to see in the agreement and 

the site will sometimes just copy and paste this language 

into the agreement without taking the time to notice that 

the language is already covered in the template—make 

sure to look for redundancies.

Any change that imposes a new obligation on a CRO/

sponsor or restricts activities requires administration 

approval from legal and/or payments. Crucial sections 

to most CROs are: terminations, disclaimers, access to 

records and inspection rights, and anti-kickback language.

■  Legal is responsible for reviewing all contractual terms 

not reviewed by the sponsor. In general, legal is respon-

sible for reviewing contractual terms of a legal nature. 

■  A payment analyst is responsible for reviewing contrac-

tual terms of a financial nature.

Example: A sponsor may approve a site to receive funds 

for an infusion nurse, pharmacy start-up fees—the lan-

guage would be drafted and sent to the analyst assigned 

to the study, to review and approve.

In general, the sponsor’s legal department is respon-

sible for reviewing and approving all changes related to 

the following contractual terms: confidential information; 

intellectual property; ownership; publications; indemnifica-

tion; insurance; protocol compliance; and inspections. In 

general, any modifications to these sections will need to 

be escalated to the study lead and then to the sponsor. 

And this is when it is important to have as much informa-

tion as possible as to why the site made any changes to 

these sections.

What is Legal Responsible For?
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The power of reputation

We should always protect our reputation during the negotia-

tion phase. This may seem simple, straightforward, and even 

common sense, but many negotiators often do not protect 

their reputation and apply different negotiation tactics and 

ethics during a negotiation. Justifications are all around 

us…”everyone lies in negotiations,” some will say. Or, “it’s 

just a white lie.” But here is the bottom line, even the most 

competent and professional negotiators involve a certain 

amount of “salesmanship.” In fact, a significant dynamic in 

many negotiations involves one party attempting to convince 

the other party that their bottom line is different than what it 

is in reality. Or that they have more leverage than is actually 

the case. Or they try avoiding answering certain questions or 

revealing strategically important information. However, at the 

end of the day, with an agreement or no agreement, everyone 

will leave the negotiations with an impression of whether their 

counterparts dealt with them in a professional and honest 

fashion. If you gain a reputation as an honest and trustworthy 

negotiator you will be more likely to get what you want down 

the road. If not, you will lose credibility, fewer opportunities 

will come your way, and fewer negotiations will conclude with 

you reaching your goals. Reputation is vitally important when 

trying to establish effective negotiation relationships.

The best way to be ethical in your negotiations is to use 

negotiation tactics that are not morally objectionable to you, 

and don’t bluff, mislead, be vague or ambiguous in your state-

ments. By ensuring that you have sufficient factual informa-

tion, you can provide sites with legal rationales for any objec-

tions to their requests. It’s also helpful to not give into the 

difficulties of other people. If they are rude, do not respond 

in kind. Always be professional and let the site know you are 

aware of and understand their frustrations. 

Strategic tactics of effective negotiations

As with any skill, becoming an effective negotiator takes 

time, effort, understanding, and relentless practice. Always 

remember that some negotiations will require split-second 

decisions and leave little room for error if you inadvertently 

spill critical information. The more you apply these strate-

gies in your daily negotiations, the more effective you will 

be. Below are some of most important strategic tactics you 

can possess in order to become an effective negotiator.

How to gather information. Ask questions and get as much 

relevant information as possible throughout the negotiation 

process. Open ended “why” questions are best for obtain-

ing information on interests. Innocuous questions keep 

the other side off guard and usually lead the other side to 

help you rather than compete with you in the negotiation. 

Questions can also be used as a non-confrontational way of 

making a point. A question may even lead the other side to 

adopt your unexpressed point of view as their own

Leave your ego at the door. Be sincere—be the “nice 

guy.” This will allow people to open up to you, and infor-

mation will flow smoothly from party-to-party. Always 

open up an e-mail message to your site with a “hello,” “hi,” 

or a “Dear xxx”. This establishes sincerity while still being 

professional.

Establish trust with the site. If you make commitments 

with the site, ensure that you keep them. If you tell the site 

you will get back to them in 24 hours, make sure you get 

back to them within that time, if not sooner.

Know when to stop talking and listen. Do not interrupt and 

pay attention. Know when to defer judgment.

Employ solid lines of communication with your site—build 

rapport and establish a lasting working relationship. Com-

munication is critical to a good negotiation. Always ask ques-

tions and keep all lines of communication opened with the 

sponsor and the study site. After all, without lines of commu-

nication there can be no negotiation. 

■ First things first: Make sure you are familiar with your 

study template—before you attempt to negotiate you 

need to know what you can negotiate. If you are not sure, 

ask your project lead.

■ Once you receive the redlined contract from the site take 

the time to read through the entire agreement; looking 

for any modifications to the standard template. If you do 

encounter changes try to understand the intent of the 

site’s language requests—if you don’t understand a spe-

cific request or insertion ask the site (i.e., What are your 

concerns about confidentiality?). Do not be afraid to ask 

questions. It is our intent to always push back first as we 

want to go to all lengths to keep the template consistent 

and avoid “template drift.” Template drift will inevitably 

create undue restrictions on both the sponsor and CRO 

and will also jeopardize the integrity of the entire agree-

ment. Once this happens, things could take an ugly turn 

and will certainly drag out the negotiation process. Thus, 

consistency is the best practice when negotiating an 

agreement.

Key Things to Remember

Try to familiarize yourself with 

the protocol and the contract 

and budget templates prior to 

opening up any discussions.
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Maximize your leverage. Use timelines/deadlines/enrollment 

goals. Inform the site up front that changes to the CTA and 

budget templates are typically not acceptable as this could 

lead to a phenomenon called “template drift.” Template drift 

will inevitably create undue restrictions on both the sponsor 

and CRO and will also jeopardize the integrity of the entire 

agreement. Once this happens, things could take an ugly turn 

and will certainly drag out the negotiation process. Thus, con-

sistency is the best practice when negotiating an agreement. 

In CTAs there are several key factors: necessity, desire, 

competition, and time. These factors usually come along 

with the contract negotiations; they are intrinsic. Leverage is 

indeed a negotiating tactic —when developed and used ap-

propriately it can be of great advantage to you. Leverage can 

indeed lead to quicker execution of CTAs. 

Be prepared. Come to the negotiation organized and knowl-

edgeable about the issues at hand. Try to familiarize yourself 

with the protocol and the contract and budget templates prior 

to opening up any discussions. Ensure that you know the 

sponsor’s management plan. Create a list of frequently asked 

questions so you will be prepared if the same items come up 

with other negotiations. Keep e-mails and approvals readily 

available if there is a discrepancy between what you and the 

site had thought was finalized during the negotiations. Be 

mindful of the process and customer expectations. We need 

to provide quality deliverables. Make sure all definitions in the 

contract and/or budget are clear and understood the same way 

by yourself, the study site, and the sponsor. What exactly does 

an “enrolled subject” mean? What is an “evaluable” record? 

How do you define a “dropped” patient? When is a protocol 

“completed?” What constitutes a “screened” patient? A “ran-

domized” subject? You should have operational definitions of 

any such terms and those definitions should appear in your 

contract. Make sure you read the clinical trial agreement.

Control the agenda. Provide written agenda that details goals 

for the negotiation and what needs to be accomplished and 

when —set deadlines—keep important timelines in mind (i.e., 

SIV’s, first patient in). Prioritize and analyze the issues. When 

first contacting the site, set the tone of the negotiations. Let 

the site know that responses are required within a certain 

timeframe. Inform the site that certain documents, such as 

budget and CTA comments need to be submitted by a named 

date. Professionally control the environment. Discuss up front 

what the most efficient mean of communication will be for the 

site (i.e., e-mail, phone). This information will inevitably speed 

up the process and help meet expected timelines.

Be proactive in your negotiations. Assess the short- and long-

term impact of the negotiations. Ensure that you have a 

decent negotiation tactic in place, which will ultimately 

help you achieve your goals and help you achieve your re-

quired metrics.

Have a plan in place to deal with impasses. Know when 

to put aside contentious issues, and revisit it later, after you 

have gained momentum by agreeing on minor issues. Know 

when to “move up the chain.” Sometimes you might not have 

the authority to agree to certain terms. Thus, you must know 

when to properly escalate terms to your legal team. This is 

particularly effective in situations involving larger academic 

sites with seemingly inflexible policies. If you have to es-

calate a specific request to the sponsor or legal for review, 

you must obtain the justification/rationale behind the site’s 

request. Best practice is to get this in writing (for documen-

tation purposes) and to obtain as much info as possible. 

Sometimes it is a good practice to ask for web links that can 

direct you to a website that lists a site’s general policies re-

garding CTA/budget negotiations. This information gathering 

will streamline the negotiation process. 

Always actively explore alternatives that will expedite your 

negotiations. Ensure that you have a fair and efficient way to 

resolve disputes in a timely manner. Always explore options. 

There are usually a number of workable solutions to the prob-

lematic issues that arise. Finding out what those solutions 

are may take a little work, and, even though a solution may 

be workable, it will not necessarily be palatable to everyone. 

Nevertheless, a good negotiator knows that once they get an 

understanding of the whys and wherefores of each party’s 

“positions,” more often than not, there will be several options 

for bridging the gap, solving the problem, or resolving the is-

sue in an expeditious manner. Good negotiators care about 

being “fair,” but they are also assertive about their goals. 

They push the other party to find the best solutions, not just 

the simplest compromises. 

Summary

Understanding negotiation strategies is one thing, but per-

sonalizing them so they work for you in various situations is 

another. Effective negotiations require that you understand 

how you personally come across and how you interact with 

others’ negotiation styles. And you must learn when and 

where to open up with more information, in what situations 

to talk openly about your leverage, and where to simply hint 

at it. In order to be an effective and reputable negotiator it is 

essential that you learn how to apply the above negotiation 

tactics in various circumstances.

Jeff Parke is Associate Site Start-Up Team Lead, Regulatory and 

Start-Up at Quintiles, 4820 Emperor Blvd., Durham, NC, e-mail: jeff.

parke@quintiles.com.

Good negotiators care about being 

“fair,” but they are also assertive 

about their goals. They push the other 

party to find the best solutions. 
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Mastery of all aspects of the clinical trial process has 
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get new drugs and devices to market.  Harsh fnan-

cial environments, combined with limited budgets 

and resources, require companies to do a better job 

of forecasting, budgeting and planning clinical trials.  

Increasing protocol complexity, along with the trend 

toward outsourcing, place even more stress on current 

budgeting tools and techniques.
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n Review the current state of clinical trial budgeting 

and forecasting captured in the research
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People
• INC Research, LLC (Raleigh, 

NC and Port Adelaide, Aus-

tralia) announced the pro-

motion of Garth Tierney to 

Executive Vice President, 

Asia/Pacific, responsible for 

driving the strategic develop-

ment and overall growth of 

the company’s Asia Pacific 

clinical research operations. 

INC also announced that 

James Taylor has joined the 

company as Vice President, 

Clinical Development.

• Clinical Network Ser vices 

(CNS) (Brisbane, Australia), 

a CRO offering integrated 

development services in the 

planning, implementation, 

and delivery of Phase I and 

II trials, announced that it 

has appointed ex-Therapeu-

tic Goods Administration  

toxicologist, Douglas Francis, 

PhD, as Senior Regulatory 

Toxicologist to the compa-

ny’s BioDesk product devel-

opment planning and regula-

tory affairs service.

• AAHRPP (Washington, DC) 

President and CEO of the 

Association for the Accredi-

tation of Human Research 

Protection Programs, Mar-

jor ie A . Speers,  PhD, an-

nounced that she intends 

to retire at the end of this 

year, or when a successor 

has been named. Speers has 

led the organization since its 

founding in 2001, establish-

ing AAHRPP as a champion 

for quality research and rig-

orous human research pro-

tections worldwide.

• Id is  (Princeton, NJ) an-

nounced the appointment of 

Suzanne Gagnon, MD, as Chief 

Medical Of f icer. Gagnon 

takes on the responsibility 

for leading global medical 

affairs and providing strate-

gic medical and regulatory 

leadership across all busi-

ness divisions. She will also 

oversee global quality assur-

ance and compliance.

• Venn Life Sciences (Dublin, 

Ireland) appointed Paul Ken-

nedy as Non-Executive Direc-

tor to the board.

• Premier Research (Phila-

delphia, PA) announced the 

addition of four clinicians 

to key leadership roles in 

its pediatric and rare dis-

ease clinical trial research 

disciplines. Susan P. Tansey, 

MBCHB, MRCP, CCST, was 

named Medical Director, Pe-

diatrics. Ilze Balode, MD, was 

named Senior Project Man-

ager at Premier Research 

Europe, based in Latvia. 

Alison Sampson, PhD, has 

been named Project Direc-

tor at Premier Research Eu-

rope, based in the United 

Kingdom. Mary Kay Seeland 

has been named Direc-

tor, Clinical Planning and 

Study Start-Up, based in the 

United States.

Acquisitions
• PR A  (Raleigh,  NC) an-

nounced that it has acquired 

privately-held ClinStar, LLC, 

a clinical research orga-

nization managing Phase 

I-IV clinical research trials 

in the Russian Federation, 

Ukraine, Belarus, and the 

Baltic States. Through its op-

erations in the region, Clin-

Star provides clinical devel-

opment services to a wide 

range of pharmaceutical and 

biotechnology companies. 

• BioClinica, Inc. (Newton, 

PA) announced that JLL Part-

ners and Ampersand Capital 

Partners, two middle market 

private equity firms, have 

completed their acquisition 

of BioClinica and CoreLab 

Partners and have combined 

the two companies under 

the name BioClinica.

Alliances
• Xce le r on  (Ger mantown,  

MD), a company in the de-

sign and execution of novel 

clinical investigations us-

ing ultra-sensitive analytical 

technology, has announced 

a partnership with Kineti-

gen, a clinical pharmacol-

ogy consulting firm special-

izing in pharmacokinetics. 

The partnership aims to of-

fer drug developers simpler 

and more robust early clini-

cal investigations.

• inVentiv Health, Inc. (Burling-

ton, MA) announced that it 

has taken an equity stake in 

Mytrus, Inc., a company work-

ing in virtual clinical trials 

and technologies such as 

electronic informed consent 

to improve trial efficiency.

• Theorem Clinical Research 

(King of Prussia, PA) ex-

panded its Medidata  ser-

v ices par tnership by ob-

taining accreditation for 

Me d id at a  B a la nc e  a nd  

Medidata Rave Targeted 

Source Document Verifica-

tion services.

Awards
• National Institutes of Health 

(NIH) (Washington, DC) Di-

rector of the Clinical Phar-

macology Program, Juan J. L. 

Lertora, MD, PhD, received 

the 2013 Pharmaceutical Re-

search and Manufacturers of 

America (PhRMA) Founda-

tion Award in Excellence in 

Clinical Pharmacology. The 

Business and People Update

Josef  von Rickenbach Paul Kennedy Suzanne Gagnon, MD
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award program, now in its 

15th year, honors former 

foundation grant recipi-

ents for outstanding career 

achievements.

• PAREXEL International Cor-

poration (Cambridge, MA) 

Chairman and CEO, Josef 

von Rickenbach, received the 

Massachusetts Biotechnol-

ogy Council’s Henri Termeer 

Innovative Leadership Award. 

The award recognizes an in-

dustry executive who has a 

strong presence and com-

mitment to growth in Mas-

sachusetts, actively supports 

community-based organiza-

tions, contributes to science 

education to prepare the fu-

ture workforce, and creates 

a positive work environment 

that fosters motivation and 

collaboration. It is named for 

longtime President and CEO 

of Genyzme, Henri Termeer.

• E R T  (Philadelphia,  PA) 

announced it  has been 

awarded Omega Manage-

ment Group’s Nor thFace 

ScoreBoard (NFSB) Award 

for consistently delivering 

outstanding customer ser-

vice. The award is presented 

annually to the companies 

who, as rated solely by their 

own customers, achieved ex-

cellence in customer satis-

faction during the prior cal-

endar year.

Company News
• Aptuit, LLC (Greenwich, CT) 

President and Chief Operat-

ing Officer, Stuart Needle-

man, announced that the 

company has formed the 

Aptuit Scientific Advisory 

Board (SAB) comprised of 

scientific experts from within 

the company. The SAB will 

regularly meet to assess Ap-

tuit’s current and long-term 

scientific capabilities and 

objectives and will recom-

mend actions. 

• Theorem Clinical Research 

released two site-level ref-

erence booklets for clinical 

research sites that explain 

and condense critical In-

ternational Conference on 

Harmonization guidelines 

related to good clinical 

practice for the conduct of 

trials. A third booklet was 

prev iously released and 

intended for sites seeking 

to understand the Inter-

national Organization for 

Standardization’s require-

ments for medical device 

trials, “Little Advisor ISO 

14155:2011 for Medical De-

vice Trials.” All three are 

available online.

• E R T  (Philadelphia,  PA) 

along with pulmonary re-

searchers at the Johns Hop-

kins University School of 

Medicine and University of 

Washington, announced an 

expansion to the Early In-

tervention in Cystic Fibrosis 

Exacerbation Study. An ad-

ditional 12 investigative sites 

are now enrolling patients 

to the randomized study, 

which was initiated in Febru-

ary 2012. Supported by the 

National Institutes of Health 

and the Cystic Fibrosis Foun-

dation, the study will com-

pare standard care to an in-

tervention arm.

• CDISC (Austin, TX) launched 

the Essential Standards to 

Enable Learning (ESTEL) ini-

tiative of the Learning Health 

Community (LHC). The CDISC-

led ESTEL initiative is the first 

of several that have grown 

out of the May 2012 Learning 

Health System (LHS) Sum-

mit, sponsored by the Joseph 

H. Kanter Family Foundation, 

which convened a critical 

mass of key stakeholders rep-

resenting over 80 organiza-

tions across the healthcare 

spectrum, and achieved multi-

stakeholder consensus on a 

set of 10 LHS Core Values that 

will underpin a national-scale 

LHS. The ESTEL initiative 

of the LHC was launched by 

CDISC specifically to concen-

trate on the identification of 

a minimal set of standards to 

enable an LHS.

• Pharmaceutical Product Devel-

opment, LLC (PPD) (Wilmington, 

NC) announced its bioanalyti-

cal operation has been certi-

fied by Brazil’s Agencia Na-

cional de Vigilancia Sanitaria, 

validating that PPD meets the 

agency’s biopharmaceutical 

safety guidelines and allowing 

the company to conduct bio-

analytical work on its clients’ 

compounds that will be mar-

keted in Brazil.

New Facilities
• IMARC Research (Cleveland, 

OH), a contract research or-

ganization based in Fairview 

Park, OH, has announced 

that it is moving its entire 

operation to a new loca-

tion at 22560 Lunn Road in 

Strongsville, OH. IMARC’s 

new space in Strongsville is 

23,000-square feet—which is 

more than a 300% increase 

over the company’s exist-

ing space on Mastick Road 

in Fairview Park, OH. Now 

with 26 employees, IMARC 

has experienced double-digit 

growth over the past two  

years. This continued growth 

is expected to create the 

need for additional staff over 

the next 12 to 18 months. 

• Cenduit, LLC (Durham, NC), 

global provider of patient 

randomization and clinical 

supplies management ser-

vices, has announced the 

expansion of its Durham, 

NC, headquarters and its 

office in Basel, Switzerland. 

The expansion adds space 

to the company’s headquar-

ters and triples the size of 

its office in Basel.

The new location of IMARC Research at 22560 Lunn Road in 

Strongsville, OH is 23,000 square feet; more than a 300% 

increase over existing space in Fairview Park, OH. 
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Yet, poorly implemented lab collection, 

processing, and storage can foster condi-

tions that erode specimen quality—par-

ticularly for DNA and other molecules—and 

consequently affect the quality of research. 

In a worst case scenario, the most minute 

quality degradation could potentially lead 

to unreliable data and skew clinical research. 

Surprisingly, given the vast body of re-

search dependent on biorepository storage, 

there are scarce or ill-defined national or 

international regulations on quality control 

and standardization of biorepositories. 

Alliances among owners of biorepository 

facilities and clinical trial and academic col-

laborators, and our industry’s commitment 

to helping generate quality research, means 

we should take a leadership role in promot-

ing industry-wide QA/QC standardization in 

biospecimen storage and research. To start, 

here are four simple and achievable steps:

Acknowledge the pressing need for 

uniformity and consistency. In 2011, the 

National Cancer Institute released its up-

dated “NCI Best Practices,” addressing bio-

specimen resources. The manual is exhaus-

tive in its recommendations and guiding 

principles for biorepositories, but does not 

address specific laboratory practices or 

quality controls.

These guidelines are an important step, 

but, the concept of standardization for 

helping to ensure the quality of biospeci-

mens stored in biorepositories requires 

more of a concerted effort. Best practices 

for maintaining integrity of specimens 

should be industry-wide, uniform in appli-

cation, and global in scope. 

Participate in specimen biorepository 

accreditation programs. Since 2011, the 

College of American Pathologists (CAP) has 

offered a first-of-its-kind, peer-reviewed bio-

repository accreditation program, devel-

oped to improve and standardize quality 

and consistency in collecting, processing, 

storing, distributing, and computerizing in-

formation for biospecimens while ensuring 

the quality of human specimens and genetic 

material. Participation is voluntary, but it is 

incumbent on our industry to enthusiasti-

cally commit to this type of accreditation. 

Encourage sponsors/collaborators to 

work with accredited biorepository labs. 

While academic and clinical researchers 

have historically worked with specimens 

available through biobanks, increasingly, 

pharmaceutical companies are outsourc-

ing central lab functions to a variety of labs 

that maintain specimen biorepositories 

and participate in clinical research. 

Investment in front-end planning. All 

biorepositories should require extensive 

planning with collaborators before imple-

menting specimen collection and storage on 

their behalf to account for all potential future 

applications. The scientific teams at quality 

biobanks have the expertise to provide guid-

ance on optimal storage procedures, includ-

ing temperature, to avoid degradation and 

preserve the integrity of specimens under a 

variety of potential usage applications. 

The industry should take the lead in de-

veloping a planning protocol that takes into 

account the current and potential usage of 

the samples as well as the stability of the 

materials being stored. 

C
linical research is dependent, in part, on the availability of and 

access to high-quality specimens stored at large-scale bioreposi-

tories. These biospecimens, useful for a wide range of research 

applications including genomics and proteomics provide a key to 

unlocking information that can lead to medical discoveries and—in 

compliance with appropriate regulatory controls where required, such 

as informed consent and IRB oversight—new drugs and diagnostics. 

Standardization in Biospecimen Storage and Research

There are scarce or 

ill-defined national and 

international regulations 

on quality control 

and standardization 

of biorepositories.

Christopher C. Fikry, MD
Vice President 

Quest Diagnostics Clinical Trials

E-mail: Christopher.C.Fikry@

questdiagnostics.com
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samples
1: A small part of anything or one of a 

number, intended to show the quality, 

style, or nature of the whole; specimen. 

2: LabCorp ofers one of the most 

comprehensive test menus in the 

industry, and is a global leader in sample 

management. We process over 440,000 

samples and report 1.2 million results 

per day to more than 220,000 clients.

3: Our global sample management 

strategy includes biospecimen storage 

at our four dedicated clinical trials 

laboratories and a dedicated long-term 

storage facility, each providing a uniform 

environment for specimens.

4: LabCorp’s purpose-built biorepository 

not only provides secure biospecimen 

storage but ofers client-specifc sample 

procurement. Our biorepository 

initiative includes the acquisition of 

well-annotated specimens for biomarker 

discovery, which in turn drives the 

development of personalized medicine 

with companion diagnostics and 

targeted therapies to improve clinical 

outcomes for patients.
Global Central Laboratories - 

We deliver more
noun \’sam-pәl\

Visit our website to learn more about

LabCorp's extensive service portfolio 
as a global leader in biomarker testing.

labcorp.com/clinicaltrials

Global Central Laboratories with sample storage capabilities in Belgium, China, Singapore, and United States.
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At Spectra Clinical Research, we believe you deserve more than clinical expertise from your 

central laboratory partner. You deserve responsiveness and fexibility. That’s why 

our dedicated project managers and customer service specialists make it a point 

to understand your unique needs and deliver unmatched support every step of the way. 

It’s also why we’re always updating our state-of-the-art facilities and streamlining 

our processes to deliver accurate results—on time, every time.

Give us a call today, and see how high we’ll jump for you. 

1-800-517-7157 or visit www.spectraclinicalresearch.com

How high?  

©2010 Fresenius Medical Care Holdings, Inc. All rights reserved.

www.spectraclinicalresearch.com
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