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LETTER OF INVITATION

To: M edical/Scientific Resear chers

Subject: Providing Third-Party Scientific Review and Evaluation Servicesto Health
Canada’s (HC) Therapeutic Products Director ate (T PD)

The Therapeutic Products Directorate of the Health Products and Food is the federal authority
that regulates pharmaceutica drugs and medica devices for human use. Through gtrict
regulation and high sandards, TPD scientists review the safety, efficacy and qudity of new
pharmaceuticas and medical devices before they are authorized for sdle in Canada

We are isauing this Letter of Invitation (LOI) as a means of gathering information to determine

the extent to which there exists both interest and capacity within the medica/scientific research
community to become part of our inventory list of quaified externd scientific expertsto provide
scientific evaluation and advisory servicesto TPD and/or participate as a volunteer (no monetary
compensation) on Scientific Advisory Committees and/or Panels.

BACKGROUND:

Before a thergpeutic product is authorized for sale in Canada, the manufacturer/sponsor must
provide TPD with subgtantive scientific evidence of its safety, efficacy, and qudity, as required

by regulations. This evidenceis reviewed by skilled scientists to determine whether the potentid
risks from the product are acceptable when balanced againgt the positive effects for the product’s
proposed use. If the product shows evidence of being safe and effective when used under
specified conditions, the product is granted market authorization.

For drugs, this assessment involves the review of ten to hundreds of volumes of clinical (human
gudies), pre-clinica (anima studies) and chemistry and manufacturing data. Medica Device
goplications are Sgnificantly smdler in Sze, but Hill entall areview of evidence of adevice's
clinical safety and effectiveness as well as assurance of qudity, and the conformity to recognized
gandards. There has been an increased emphasis on the need for externa expert advice given
the increased complexity of product submissions, the need to resolve difficult and complex
risk/benefit questions and the need to reach timely regulatory decisions.

To further its commitment to conduct timely reviews of drugs and devices, TPD isenhancing its
use of qudified and experienced externd scientific expertsto provide third-party evauation
services and/or independent reviews and recommendations to complement TPD's internal

scientific capacity.
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At thistime, TPD is seeking input from professonas with medical and/or scientific evaluation
expertise with respect to human health, capable of and interested in supporting the TPD's
requirement to meet regulatory performance targets for drug reviews, medical device reviews
and Recondderation Pand. The TPD is dso seeking information on the existing capacity of
medica and scientific researchersto participate as volunteers on Scientific Advisory Committees
and/or Pandls, to provide guidance and advice as required.

In responding to this LOI, Respondents should note the following four (4) areas of servicein
which they have both the capacity and interest.

Phar maceutical Scientific Evaluation Services;

These servicesinclude the review, assessment, testing, and provision of recommendations,
reports, andyses, and opinions on previous studies and information provided by manufacturers
and information/materias and other items regarding thergpeutic products.

TPD reviews pharmaceuticals carefully to assess their safety, efficacy and qudity before
authorizing them to be sold in Canada. Pharmaceuticals include prescription and non-
precription drugs, disnfectants, sanitizers with disinfectant clams, as wel as low-risk products
such as sunscreens, antiperspirants and toothpaste.

M edical Device Scientific Evaluation Services:

These sarvicesinclude the review, testing, and provision of recommendations, reports, anayses,
and opinions on previous studies and information provided by the manufacturer, testing data,
and other related items regarding new medical devices.

The definition of "Medica Devices' in the Food and Drugs Act covers awide range of hedth or
medica ingruments used in the treatment, mitigation, diagnods or prevention of a disease or
physica condition. Medica devices are monitored and evaluated by TPD to assess thelr safety,
effectiveness and diagnostic and thergpeutic quaity before being authorized for sde in Canada

Scientific Advisory Committees/Scientific Advisory Panels:

TPD has anumber of existing scientific advisory bodies and plansto create more. The mandates
of these bodiesisto provide TPD with recommendations on regulatory issues generated from
sngle drug submissons and/or from classes of drugs or devices anywhere dong the continuum

of scientific activities from drug/device development to post-marketing risk issues. The bodies
help develop guiddines and provide recommendations on issues directly from a particular
submisson.
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Reconsider ation Pand!:

These sarvices include the review, assessment and provison of recommendations, analyses and
opinions in the production of areport to the Director Generd for use in the resolution of disputes
handled in the Reconsideration Pand process.

HEALTH CANADA REQUIREMENTS:

HC-TPD is atempting to ascertain the capacity and willingness of medica and scientific
researchers to support TPD in:

1.

10.

Reviewing the drug and/or device information and materia provided by the
manufacturer and ng the accuracy, completeness and validity of the
information provided;

Reviewing the drug and/or device information and materia provided by the
manufacturer and providing a recommendation to HC-TPD on the authorization
to market a drug and/or device,

I dentifying requirements for additiond information on adrug and/or device;

Reviewing and providing a perspective and/or opinion on correspondence
between the manufacturer and HC-TPD regarding qudity asin toxicity, safety,
qudity and/or efficacy of the drug and/or device;

Reviewing the decison made by HC-TPD regarding the authority to market a
drug and/or device;

Reviewing the drug and/or device |labd information provided by the manufacturer
assessing compliance with gpplicable legidation, policies and guidance;

Reviewing the drug and/or device product monograph provided by the
manufacturer and making recommendations for revisons to the product

monograph;

Reviewing the drug and/or device information and materia provided by the
manufacturer and revising and/or recommending revisions to the submisson;

Reviewing the drug and/or device testing pecifications provided by the
manufacturer and revising and/or making recommendations for the revision.

Reviewing and providing awritten perspective and/or opinion on a

manufacturer's response to a Notice of Non-Compliance (for adrug)/refusal letter
(for adevice) issued by HC-TPD;
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11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.
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Reviewing the drug and/or device information and materid provided by the
manufacturer and identifying any concerns,

Evduating dinicd trid/investigationd testing, data subsets regarding the drug
and/or device and providing areport to HC-TPD about efficacy and safety;

Conducting a gtatisticd analysis for the dose concentration studies on a drug,
conducting statistica analysis on safety and effectiveness data for devices,

Evauating and providing advice, recommendations, and/or an opinion to HC-
TPD;

Providing expert advice for and/or participation on an HC Advisory Committee or
Pand;

Meseting with HC-TPD personnel to discuss findings and/or recommendations;

In consultation with HC-TPD, developing guidelines and data requirements for
the thergpeutic class of products;

Providing content for letters to manufacturers regarding the findings of scientific
reviews of adrug and/or device;

Reviewing information or materia provided by suppliers of non-drug materids or
substances used in the manufacture of drug and medical device products; and

Providing advice on compliance action, i.e. relating to hedth hazard evauations
involving drug products or medica devices,

Providing expert advice on Reconsideration Panel for the resolution of disputes
with indugtry.

BASIC REQUIREMENTS FOR RESPONDENTS

HC is seeking to identify Respondents who:

have experience conducting scientific and/or medicd research regarding human hedlth,
animd toxicity sudies, chemicad and formulation research; and

have a least one post-secondary Degree or Certificate from arecognized indtitution, in a
related field.
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NO COMMITMENT OR OBLIGATION

This LOI document and any responses received hereto in no way condtitute a commitment or obligation
on the part of Hedlth Canada to establish a resulting contract with one or more parties to provide the
services described herein.

CONFIDENTIALITY OF RESPONDENT INFORMATION

HC shdll, during and after the period of the LOI, treat as confidentia and not divulge, unless authorized
in writing by the Respondent, any information obtained from the Respondent that has been identified by
Respondents as “ confidentid” or “proprietary”, within their response to thisLOI.

If you are interested in being qudified for our database in order to ether participate in potentia
opportunities with Hedth Canada or in becoming a volunteer member of a Scientific Advisory
Committee (SAC) or Scientific Advisory Pand (SAP) to provide guidance/advice, as required, please
click thislink to complete the required registration documents.

Online Application Form

Should you have any questions relating to this Letter of Invitation please contact Enhanced Review
Capacity Unit by emall a: erci-iace@hc-sc.gc.ca



