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To Whom It May Concemn:

The purpose of this letter is to submit comments regarding the ‘Guidance for Industry Providing
Regulatory Submissions in Electronic Format — Postmarketing Expedited Safety Reports iy

After reviewing this draft guidance, there are several ttems that | would like to raise to your
attention:

Section IL.A: '
“The FDA will lmplement E2BM in the near future.” ' :

¢ Has a date been determined when the FDA will require submissions to follow
the E2BM format?

Section 1ILLA.1 & Section 1ll.A.1.a:

“Currently, the FDA is accepting E2B data elements with the M2 Specification verSIon 2 24
DTD version 2.0 electronic transport format.” .

“Section B.2 of E2B is designated for reaction / event terms For these fields, the FDA
prefers that applicants use the Medical Dictionary for Regulatory Activities (MedDRA).
the E2B field, B.2.i.1, you should insert the lowest level term (LLT) in MedDRA that most -
closely corresponds to the term reported by the primary source. For the E2B field, B.2.i. 2

you should insert the preferred term (PT) in MedDRA that corresponds to the LLT used i |n
B 2.i1.”

According to the ICH ICSR DTD Version 2.0, referenced in Section I1l.A.1 of this -
Draft guidance, the appropriate usage of these two E2B fields are as follows e

Data Element 1 Title
B.2.i.1

Reaction / Event as reported by the
primary source
Reaction / Event term

B.2.i.2
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The interpretation of these data elements has been to supply the verbatim term
as reported by the reporter in B.2.i.1 and the MedDRA Preferred Term in B.2.i.2.
This interpretation of Version 2.0 of the DTD contradicts the statements in the
Draft guidance. Version 2.1 of the DTD in fact utilizes these Data Elements in
the manner in which you describe, but the previous statement and earlier
statements throughout the Draft guidance reference acceptance of Version 2.0

of the DTD.

Section lll.A.1.b
“E2B field A.1.10.2 should be filled in by a company if:”
e There is no format provided for the information filled in by the company. What is
required in this section? What comprises the sender identification? Should this

be only the DUNS number?

“E2B field A.1.11.2 should be filled by the company if: (1) it receives an ICSR from another
company AND (2) the report is subsequently sent to one or more entities.” ;
“The A.1.11.2 field should be used by all companies that receive an ICSR: from another
company (i.e. this field may contain multiple identification numbers.)” . :
e These two statements appear contradictory. The first statement places two '
‘ conditions on filling in this field while the second only places one condition.
e How should multiple companies populate the one field? Is the DUNS number.
appropriate? :

General
The endorsement of a process or testing tool used when checking syntactical correctness

and file content would be helpful for companies when implementing this guidance.

| hope that the information contained in this letter is helpful. Should you have any questlons or.
concerns, please do not hesitate to contact me at +1 (781) 778-3908.

i

Regards,

Robbert P. van Manen, M. Sc
Worldwide Technical Director
Clinsoft Corporation
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