So You've Decided to Outsource All or Part of

Your Medical Writing...

Factors to Consider When Outsourcing

1. Capabilities - Match the project with the provider

* Do they have the appropriate therapeutic area knowledge?

« What specific expertise do they have?
(eg, pharmacokinetics, health economics, pre-clinical)

+ Contacts? (eg, key opinion leaders, publishers, journals)

- What are their research capabilities? (eg, literature reviews,
database access, and analysis)

» Do they have graphics expertise and printing capacity for
posters?

2. Capacity
« Can the provider handle the anticipated workload within
the anticipated timeline?
» Are there competing priorities you should be aware of?

3.Location
- How much face-to-face interaction is required? Do you need
someone very close, or is a remote location acceptable?

4. Conflicts of interest
» |s the provider working on a competitor’s product?

5.Cost $$$

What Are Your Options?

Option 1: Individual freelance or contract writers
Option 2: Small, specialized groups of writers
Option 3: Communication agencies

Option 4: Contract research organization (CRO)
Option 5: Alliance with a CRO

Price Is Not the Only Consideration -
but an Important One
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Option 1: Freelance/Contract Writers

Capabilities: Depends on Location
e Remote
» Well-defined projects with minimal graphics expertise or
research required:
— Clinical manuscripts from final clinical study reports (CSR)
— Review articles
e Onsite
» Same as above but can also include short-term, time critical
projects, such as posters and abstracts (depending on the
individual, pre-clinical projects may also be possible)

Where do | Find Freelance Writers?

e American Medical Writer’s Association She
(AMWA) freelance directory (www.amwa.org) - &8

« Former employees

o Ask a good freelance writer for recommendations

o Follow writers from agencies if they leave

Note: Do not expect colleagues at other companies to share!

How Do | Evaluate a Freelance Writer?
o Writing samples; therapeutic area specific
o Writing test

o Writing ability can also be assessed via E-mail exchanges

It's Not Just About the Writing!
« How smoothly does the contracting process go?
» Do they respond to requests in a timely fashion? Are they
organized?
» This can be an indication of how good (or not!) they may be
as a contractor

What Should | Expect to Pay?
AMWA Salary Survey: Details of Freelance Hourly Rates

(USS)
2002 N Mean Median Mode
Editing 127 65 60 50
Writng 165 81 80
2004 N Mean Median Mode
Editing 155 66 60 50
Writing 216 85 85

Sources: Gray T, Witte FM. 2002 Salary Survey. AMWA Journal,Vol. 17,No.4,2002
Gray T, Hamilton CW.Findings From the 2004 AMWA Salary Survey. AMWA Journal,Vol. 19, No. 4, 2004.

Good writers are hard to come by, if you find one,
you should consider paying above this rate to
retain them.

How to Evaluate Medical Writing at an Agency

(Beyond the Dog and Pony Show)
o Ensure Medical Writing is not just a tack-on to

Successful Strategies for Outsourcing Medical Writing
Elizabeth Faust, PhD and Sadie Whittaker, PhD

Global Medical Writing, Amgen Inc.

Option 2: Small, Specialized Groups of

Writers

Who Are They?
o Two or three writers working together:
» Husband/wife
* Mother/daughter
» Former colleagues
 Subcontractors

Capabilities of Small, Specialized Groups
o Generally the same capabilities as freelance writers, but with a
greater capacity
Projects can also include:
» Supplements comprising multiple manuscripts or review
articles focused on a single topic

The Benefits of Freelance and Small Groups of Writers
o Cost - least expensive option
o Can develop a long-term relationship. This can lead to:
* Increased trust = increased responsibility with less oversight
required
- Familiarity with company procedures and the publication
development process
o Relationship easily terminated if necessary

Contracts With Freelance and Small Groups of Writers

o Hourly rate or fee per deliverable

« Contract for specific deliverables or broad, time-bound
contract

e 50/50 payments, milestone payments, lump sum

o Cap on total compensation; either per deliverable or life of
contract

Option 3: Communication Agencies

Large Capacity and Wide Capabilities

o Complex review articles or meta-analyses

o Supplements (start to finish)

o Manuscripts for non-MD audiences

o Poster presentations (start to finish: medical writing, graphics,

printing) (OCCASIONALLY)

e Abstracts (VERY RARELY)

a core business of publication planning,
or some other service

o Know who the Medical Writers are:
» CVs (advanced degrees, publication record, experience)
 Writing samples from writers
» Meet writers if possible; maybe at the dog and pony show
* |f writers are new to medical writing, how much

guidance/training/oversight is available to them

- Editors (Editors in the Life Sciences [ELS] certified)

o Graphics:see examples (in-house or subcontracted?)

Consider outsourcing Medical Writing to a different agency
from the one doing the publication planning

Major Benefits of an Agency
o Agencies charge more than freelance, but a good* agency will
require much less oversight
*This is often hard to find, so if you find one, hang on to it!

Contracts With Agencies
o Negotiate rate per deliverable with clear definitions of
deliverables
* Number of drafts required
» QC and copy-editing (included or not?)
* Project management
» General overhead (faxing, E-mail, shipping)
* Meeting time
e Master agreements
o Hourly rates for ad hoc projects
» There may be varying rates for writers, editing, graphics...
» Blended rates

Option 4: CRO

Large Companies That Provide a Variety of Services
* Clinical trial design
» Site selection
» Site monitoring (Clinical Research Associates)
- Data management
» Biostatistics and programming
» Medical Writing
* Project management

CRO - Writing: Capabilities

o Regulatory Writing (CSR, Investigator’s Brochure,
Investigational New Drug)

o Clinical manuscripts (if the CRO wrote the CSR)

Note: A CRO is usually quite expensive, but medical writing may
be included as part of the overall clinical study contract
and budget

Option 5: CRO Alliance

What s It?

o Along-term relationship with a CRO whose office is located
close to the sponsor

» Dedicated writers with access to sponsor systems
(eg, databases)

CRO Alliance - Capabilities:

o Similar to an agency because of infrastructure
(administrative, graphics, editing), may also include:
- Highly time-sensitive projects because of
proximity, eg, abstracts and posters

k

Major Benefits of an Alliance

o CRO writers become familiar with sponsor’s products and
writing processes

o Proximity allows for frequent face-to-face meetings

e Provides talent pool for sponsor

Contracts With a CRO Alliance

o Extensive contract including functions other than Medical
Writing allow for volume discounts

o Full-time equivalent (FTE) projections are made quarterly

o Convenient invoicing and predictable costs

Communicating With Medical Writers
o Clear expectations of deliverables
» Just a first draft? Through submission? Address reviewer’s
comments?
* Only editing? Light editing or extensive?
e Scheduled interactions
 Reqgular teleconferences with the writer; limit participants to
those necessary
 Face-to-face meetings; solidifies the relationship
e Changes
» Delays or cancellations, internal reorganizations or
prioritizations communicated as soon as possible
» Budget changes
o Writers overseeing other writers is ideal

Why Is All This So Expensive?
Interesting Six-figure Jobs @

A look at lucrative careers that let you roll the dice, defend against terror and write about drugs.
By Jeanne Sahadi, CNN/Money senior writer

Casino General Manager
Warning: Working as the general manager of
a casino probably will not make you as sexy

Chief Security Officer
Predict, prevent and protect. If this string of words appeals to you
on a primal basis rather than just an alliterative one, you may
have something in common with those who aspire to become
chief security officer (CSO) of a corporation.

as the characters on the NBC show “Las
Vegas.” But take heart. It may leave you
feeling pretty hot financially.
Medical Writer
If you can say words like “pharmacokinetics” 10 times fast and use them
meaningfully in a sentence, you may have some of what it takes to be a medi-
cal writer in the pharmaceutical industry

Source: Interesting six-figure jobs. CNN Money Web site. Available at http://money.cnn.com/2004/09/08/pf/sixfigs_seven/. Accessed April 2005.
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