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The Centers for Disease Control and Prevention (CDC)" has devel oped
gui dance for enployees to help evaluate the suitability of potenti al
col l aborations with the private sector. This guidance is based on
several principles: public health decisions nust be based on sound

sci ence and public good; benefits to society nust be a higher goal than
benefits to either partner in the collaboration; the agency must be a
diligent steward of public trust and funds; and the agency and its
enpl oyees shoul d conduct business according to the ethical standards
that govern the agency. Criteria used to determ ne whether to

col l aborate include: fit of collaboration to m ssion, independence of
scientific judgnment, effect of the potential collaborator’s product(s)
or service(s) on health, and the potential collaborator’s behavior
Ceneral reconmendations for coll aboration address: consistency of
potential collaborator’s broad mission w th agency’s m ssion, use of
indirect relationships, public nature of coll aboration, and openness.

| NTRODUCT1 ON

Broad societal goals for health pronotion and di sease prevention cannot
be achi eved wi thout wi despread change in individual behaviora
practices; optinmal utilization of preventive services; inprovenent in
di agnostic, treatnent, and prevention technol ogi es; and increased

know edge about and understandi ng of public health problens. The

assi stance of both public and private organizations is required if

soci etal change is to be achieved. The Centers for Disease Control and
Prevention alone rarely has the resources needed to achi eve | arge-scale
i npl enentati on. Thus, the agency periodically considers partnerships,

i ncluding ones with private sector organi zations, to carry out its

m ssi on.

For purposes of this @Quidance, a collaboration is defined as an
i nteraction between CDC and one or nore private sector organization in
whi ch both parties work together to carry out their mssions. The

"Ref erences to CDC al so apply to ATSDR
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interaction is voluntary and the basis for the interaction is not found
in statutory authority or other law. Situations in which CDCis
mandated to work with the private sector are not subject to the criteria
and recommendations in this Quidance. For exanple, interactions wth
the private sector that CDC carries out as part of its Congressiona

aut hority such as responses to energencies (e.g., epidemcs, toxic
spills, etc.) and health hazard eval uations or interactions covered by
other laws or regul ations (such as grants, cooperative agreenents,
contracts, and CRADAs) are not considered to be coll aborations subject
to the criteria and recommendations in this Cuidance. Situations in
which CDC is nandated to work with the private sector are al so excl uded
However, the principles in this guidance apply to all CDC activities.

The types of collaborations possible are many. For professiona

organi zati ons, public grantees, and individual practitioners, the ethics
and appropriateness of collaborations with private organizations have
been greatly debated.'® These debates generally concern issues of
conflict of interest and duty to patients, workers, and the public.

The responsibilities associated with using public funds and being public
enpl oyees al so affect what mi ght otherw se be reasonable interactions.?®

A dearth of literature is available on the ethics of, or the practica
approaches to, such coll aborations fromwhich CDC can devel op policy.
The approach described here began with a series of discussions within
CDC s National Center for Chronic Disease Prevention and Heal th
Pronmotion and with outside experts on how best to assess and encourage
partnerships with private organizations® and how to assess the
suitability of public/private collaborations. This approach was
originally devel oped to guide industry collaborations w thin one CDC
Center, but now has been broadened and nodified for agency-w de use.

Thi s docunent identifies principles that underlie the public health

m ssion and sets forth guidance for evaluating potential coll aborations.
Thi s docunent concentrates only on collaborations with private

organi zations, both for-profit and not-for-profit. Even with this

gui dance, the decision of whether to collaborate may still be unclear in
some circunstances; no set of precepts can adequately cover al
situations. Only if such collaborations were arbitrarily prohibited
coul d judgment and oversight on a case-by-case basis be suspended.

COLLABORATI ON W TH THE PRI VATE SECTOR

Private sector organizations are not-for-profit or for-profit. Not-for-
profit organi zations include voluntary associations, foundations, civic
groups, professional associations, universities, unions, and other
simlar types of groups. For-profit organizations include corporations,
partnershi ps, proprietorships, and others intended to generate financial
gain for their owners. The agendas and m ssions of private
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organi zations may overlap to a greater or |esser degree with those of
CDC. Even where such overlap exists, it is likely there are fundanenta
di fferences between CDC and private organizations.

Col | aborations with the private sector may involve, but are not limted
to:

« Technol ogy transfer. Exanples of technology transfer activities
i ncl ude the devel opment and eval uati on of commercial products such as
vacci nes, diagnostic tests, computer software, and medi a tool s.

 Public education. Exanples of public education activities include
mass nedi a canpai gns, production and di ssem nati on of educationa
materials, and direct client or patient intervention prograns.

 Professional education. Exanples of professional education include
conf erence sponsorship and publication of proceedings,
reconmendati ons, or other materials.

 Applied research or evaluation. Exanples of research and eval uation
i ncl ude devel opnent or assessnment of the effectiveness of various
commer ci al or pharmaceutical products and efficacy of nonpharmacol ogi c
i nterventions, investigations of etiology, evaluation of health
protection and pronotion activities, engineering control neasures, and
di ssem nation of results.

e Provision of public health services.

For purposes of this @uidance, collaborations are not considered to
include interactions with the private sector that would occur as part of
CDC s routine conduct of business such as responses to energencies,
heal t h hazard eval uati ons, surveillance, and technical assistance.
However, the principles undergirding this guidance shoul d generally
apply to all CDC activities.

Reasons for considering collaboration include access to private sector
skills and enhancenent of the program by invol ving outside partners.
Exenpl ary organi zations in an industry can set an exanple for other
organi zations. (Organi zations often possess information or technol ogy
that is useful to the public. Organizations provide access to at-risk
wor ker popul ati ons. Engagi ng the private sector may be hel pful in
reaching a |l arge segnent of the public, generating broad societa
support or wi nning over potential opposition. However, l[imted public
resources or the expectation of gaining private resources al one should
not be considered sufficient reason for collaborating with private
organi zati ons.
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VWhat the health agency and the private sector partners bring to the

col l aboration are often simlar. Both may have resources to commt, and
each may have access to specific popul ations or professional groups that
the ot her cannot easily reach. In the best collaborations both groups
bring credibility with sel ected segnents of the population on certain

i ssues and/or special technical expertise.

V. PRINCIPLES OF PUBLI C HEALTH AND CDC

The m ssion of CDC is to prevent prenmature death, disease, injury and
disability; to protect agai nst hazardous environnmental and occupationa
exposures; and to pronote health. Oher organizations may share much or
part of this mission, but rarely is it central to a private

organi zation's m ssion. Because nmuch of the concern about

col l aborations arises fromCDC s potential conflict of interest between
its societal responsibility and responsibilities growing out of the

col | aborati ons, the agency nust have its mandated mission clearly in

m nd when considering a collaboration. The followi ng principles are
presented to help insure that CDC is attending to its primary m ssion
and to govern the assessnent of the potential collaboration

A. Public health decisions nmust be based on sound science and the public
good.

B. The benefits to society nmust be a higher goal than benefits to either
partner in the coll aboration

C. The agency nust be a diligent steward of public trust and funds.

D. The agency and its enpl oyees shoul d conduct business according to the
et hi cal standards that govern the agency.

A nunber of issues should be addressed in deciding whether to enter into
a potential collaboration. The relative contribution of each issue to
the decision will depend upon the specific circunstances of the
potential collaboration. The decision of whether to collaborate with a
given private partner should be based on the preponderance of evidence
gat hered by addressing the issues.

The agency shoul d execute, in advance, a concise, witten agreenent with
the coll aborating partner(s). The agreenent should identify key

el ements of the project including: goals and intended benefits; the role
and responsibilities of each partner; the resources each conmts to the
project; the rights to any property, goods, services, or other products
of the project; the individuals acting as |ead for each partner; and
any reporting plans or requirenents. The agency should review the
agreement periodically as the project is inplemented and update it as
needed.
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V. CRITERIA FOR ASSESSI NG POTENTI AL COLLABORATI ONS

A. CDC shoul d be clear how the potential collaboration fits withinits
overall mssion and priorities and the private partner’s m ssion and
priorities.

If CDC originated the project, then it is likely to fit well with the
agency's m ssion and goals. |If the project was the partner's idea,

t he agency shoul d assess whether the project is central to the
agency’s goals and priorities. The agency should consider the
foll ow ng questions:

« Wiy does the organization want to work with the agency?

e How does the project relate to the organization s mssion and
goal s?

« WII the potential collaboration have a reasonably | arge inpact
relative to the resources required?

B. CDC shoul d address i ndependence and objectivity of scientific
judgrment in the potential collaboration. Further, mechanisns shoul d
be identified that will ensure such objectivity and i ndependence
during the collaboration.

The agency shoul d consider the foll ow ng questions:

« WII the project be designed so that it is scientifically
def ensi bl e?

« WII| CDC be able to review and approve any public statenments about
the project, its findings, and its inplications?

« WII the agency have a say in data analysis, publication, and
di ssem nation of results and material s?

« WII the agency or the private sector partner have unilateral veto
power over what can be di ssem nated?

e Can either party halt the project because they becone
unconfortable with the results or interpretations?

Answers to these questions should be agreed on in advance and put in
writing.

I ndependence and objectivity are particularly critical when exam ning
an issue surrounded by controversy. The fact and appearance of
i ndependent judgnment can be protected in nmany ways, including
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est abl i shi ng i ndependent review boards of public health professionals
and scientists who are not part of the project.

C. CDC should assess the effect of the private partner’s products or
services on health and whether they are conpatible with CDC s

m ssi on.

The agency shoul d consider the foll ow ng questions:

e What is the overall inpact of the organization’s products or
services, their distribution, node of delivery, and their use on
heal t h?

« Do the organization’s products or services harmthe public's
heal t h when used as intended?

 What is the inpact of the potential collaboration on the public's
heal t h?

Sonme organi zati ons produce products that have aspects both harnful
and beneficial to the public's health. When deciding to coll aborate
with these entities, the potential harmthe product or service causes
shoul d be conmpared to the potential benefit of the product or
service; the benefit to the public of the product or service should
out wei gh harm and be easily articul at ed.

By working with CDC, organizations producing harnful products or
delivering harnful services can gain a nmeasure of respectability. At
the sane tine, CDC can open itself up to criticismby others in the
heal th comunity and a potential |loss of credibility. The

col | aborati on shoul d address the product's or service s harnful
effects and it should clearly state how the collaboration fits within
CDC s overall mssion and priorities.

In negotiating the collaboration, the potential partner can be asked
to provide a list of products or services. Comon know edge shoul d
suffice to determ ne the extent to which a product or service has a
harnful conponent. If there is doubt about a product’s safety, a
nor e t horough revi ew shoul d be conduct ed.
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D. CDC shoul d assess the behavior of the private partner in conducting
busi ness and determ ne whet her the partner’s behavior is consistent
with CDC s mission and the principles guiding private sector
col [ abor ati on.

Questions regarding a variety of aspects about the organization's
behavi or shoul d be asked.

 What is the history of the organization' s previous coll aborations
wi th CDC or anot her public health agency?

« Do the organi zation and CDC adhere to simlar scientific, ethical
and | egal principles and practices?

« WII the organization conply with CDC s policy and regul ati ons?

e \What are the organization’s practices in pronoting its products or
services and its interests?

e Could CDC stand behind the organi zation's practices?

» Does the organization’ s notivation for pursuing the collaboration
fit with CDC s m ssion and priorities?

» How has the organization behaved in the past when its product or
service was found to be harnful ?

Cenerally, it is considered good business practice for comonly owned
organi zations to support each other’s interests. |In the specific
case where an organi zation is owned by another (e.g., subsidiaries
owned by a parent conpany) and either the parent conpany or one of

t he subsidiaries produces a product or delivers a service that is
harnful, the issue of whether the organization supports the interests
of the parent conpany or other commonly owned organizations should be
addressed. The independence of the potential partner and whether the
interests of the other comobnly owned organi zations will be supported
by the col |l aboration should be addressed. Questions to ask include:

* |s there evidence that the potential partner has conducted
activities that support the interests of other organizations?

e How i ndependently is the organization able to conduct its business
fromthe parent organization and affiliated organi zations?

Most of these questions about partner’s behavior in conducting

busi ness can be asked directly of the partner or assessed during the
negoti ati on phase of the collaboration. In addition, a nmedia search
could be nade to determ ne whet her there have been press reports
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VI .

about the partner’s behavior.

GENERAL RECOVMENDATI ONS FOR COLLABORATI ONS

A. CDC shoul d assess not only the specific area of mutual interest but

the public inpact of the partner’s broad public m ssion and inage.
For highly controversial issues, nultiple collaborators should be
sought that represent a broad spectrum of opinions and interests.

In any col |l aboration, partners should share a common goal. But CDC
shoul d al so be aware of the unshared aspects of the partner's
activities. Areas of simlarity of mssion and interest are often
wel | described in planning neetings, since these simlarities are the
basis for potential collaborations. However, the overall perception
of the partner will inevitably color the public’'s view of the
appropri ateness of the collaboration. WII the collaboration enhance
or detract fromthe agency's m ssion, inmage, and credibility?

Many potential partners hold public positions on controversial

i ssues. Wbdrking on issues with such collaborators may conprom se the
agency. Findings or activities favorable to the collaborator's
position could be net with public skepticism One way to avoid this
skeptici smand the agency being too closely tied to an individua
organi zation's position is to collaborate with multiple partners.

CDC shoul d avoid participating in indirect collaborations unless it
woul d participate in a direct relationship with the partners.

A direct relationship is one in which the agency and private partners
execute a project agreenent. The nost direct relationship is with a
singl e organi zation. An indirect relationship occurs when the agency
col l aborates with an organi zation through an internmedi ary partner with
whom t he agency executes an agreenent. Indirect relationships vary;
for exanple, the agency may serve as a nenber of an advisory group for
a project or may be a nenber of a large group conducting a project
through a third party, such as a professional association

I ndirect relationships should not be established solely to distance
CDC froma specific partner, thereby avoi ding an external perception
of an inappropriate collaboration. An indirect relationship often
provides relatively little protection fromthe perception that the
agency is inappropriately working with a private organization. This
is especially true when a third party is the internmedi ary between the
agency and a single organization
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C. Private partners should be inforned that the existence of the
col l aborative relationship will be made a matter of public record.
How this will occur should be worked out early, especially if inplied
endorsenents are likely. No direct endorsenent of a product or
service is pernitted by the agency.

Both CDC and the partner should be willing to nake public the

exi stence of a collaboration. For CDC the standard shoul d be whet her
t he agency coul d defend a col |l aborati on about which the details were
published on the front page of the |ocal newspaper. Although
publication of mnutes fromneetings is rarely required, private
organi zati on should be aware that all neetings are subject to public
di scl osure.

CDC shoul d ensure that any stand taken on issues of public health

i nportance i s supported by the interests of the partner, the public,
and the agency. This responsibility rmust be borne out in fact and in
appear ance because of the inportance of the public's trust in the
agency. The appearance of conpronised principles may Iimt CDC s
ability to carry out its public health m ssion as much as actua
conprom se

Except where specified by law (e.g. the National Technol ogy Transfer
and Advancenent Act) for public enpl oyees, no appearance or fact of
personal gain should result fromthe collaboration. This

responsi bility beconmes critical when collaborations are with a single
organi zati on or concern controversial subjects. Appearing to "do
wrong” while "doing right" is really "doing wong." Oficials who
appear to be doing wong erode confidence in governnent and give
citizens reasons to believe the governnent can not be trusted.
Citizens often have no other way to judge actions other than by
appearance. Public disclosure of the relationships can help reduce
concerns about potential conflicts of interest.

CDC shoul d assess how its nane and participation in a collaborative
project will be used and whether such usage is consistent with the
agency's public role. A private partner may be eager to link its nane
with CDC. Both partners should understand how the col | aborati on m ght
be publicized, and the agency shoul d have the chance to revi ew and
approve how its name and participation will be used.

CDC shoul d assess whether the partner will attenpt to use its nane to

endorse a product. Inplied endorsenent could occur, for exanple, if
the agency tested a specific product in a research project and did not
i nclude all possible products in the test. Col | aborating with one

organi zati on (anong several that provide the same product or service)
may, in addition to possibly inplying endorsenment of that organi zation
or its product, give a real or perceived (by its conpetitors)
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conpetitive advantage to the collaborator. No direct endorsenent of a
product or service is permtted by the agency.

At tines, CDC is mandated to eval uate a product to determ ne whether
it perfornms as intended. Wile it can certify performance, CDC does
not endorse one product over another. For exanple, the Nationa
Institute for QOccupational Safety and Health certifies sel ected worker
protection equi prent as neeting specified performance criteria.

D. CDC should maintain a process of openness and fairness in devel opi ng
col l aborations with partners on simlar projects or projects with
simlar intent.

Openness to participation means CDCis willing to consider al
potential partners for simlar projects or projects with simlar
intent. Any organi zation can approach CDC regarding a potenti al
col  aboration. At the sane tine, CDCis sensitive to the need to
protect private sector interests.

Under certain circunstances, particularly those involving proprietary
i nformation, know edge, or technol ogy, CDC can appropriately enter

i nto exclusive partnerships with private organi zati ons. Exanpl es

i ncl ude Cooperative Research and Devel opment Agreenents (CRADAS),
contracts, cooperative agreenents, and grants. Establishnment of

t hese exclusive partnerships is generally preceded by a public
announcenent indicating openness to considering applications from any
organi zati on capabl e of providing the products or services necessary
for a successful collaboration

Under other circunmstances, a collaboration may be npbst appropriate
and successful when it includes many partners, especially when the

i dea was originated by the agency. One of the best ways to avoid
potential criticismof exclusive partnerships is to offer to

col l aborate with all appropriate partners and coll aborate with all of
t hose who express interest. Under such an arrangenent concerns about
exclusivity are usually avoi ded since any organi zati on coul d have
partici pated.

E. Wthin each Center, Institute, and Ofice (CO, a fornmal review and
advi sory process should be established for exam ning potenti al
col | aborations according to the principles, criteria, and
reconmendati ons described in this docunent.

The criteria for assessing potential collaborations and the
recomendati ons outlined here are open to interpretation, and the
characteristics of individual projects can affect the relative wei ght
and interpretation of specific criteria and reconmendati ons. Because
any one unit within a ClOis unlikely to accumul ate extensive
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VI,

conversant in the principles, criteria, and recomendati ons. The CDC
Ethics O ficer shall serve as a consultant to enpl oyees devel opi ng
private sector collaborations. The Ethics Oficer will involve
others (e.g., Ofice of the General Counsel) as dictated by the
specific details of the collaboration.
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