
From: Hutchins, Beth 
Sent: Monday, May 20, 2002 9:54 AM 
To: Janice Callahan D. (E-mail); Alexander Kotov (E-mail); Annie Leduc (E-mail); 

Claire Courtemanche (E-mail); Claude Larose (E-mail); Dominick Vacante 
(E-mail); Edwige Bonfils (E-mail); Francois CANO (E-mail); Isabelle Leparc-
Goffart (E-mail); Francois Ferre (E-mail); Jeri Ann Boose (E-mail); Joseph 
Hughes (E-mail); Khandan Baradaran (E-mail); Kodjo Adadevoh (E-mail); 
Linh Do (E-mail); Manisha Trivedi (E-mail); Grace, Michael; Yang, Tong-
Yuan; Nicola Wilson (E-mail); Renee Meloro (E-mail); Mandee Newman (E-
mail); Ddolan (E-mail); Madhavi Nagaraj (E-mail); Rob Tenerowicz (E-mail); 
Imi Kovesdi (E-mail); Alasdair Shepherd (E-mail 2); Alasdair Shepherd (E-
mail 2); Amine Kamen (E-mail); Andrew Byrnes (E-mail); Bryan Butman (E-
mail); Carl Martin (E-mail); Charla Andrews (VRC) (E-mail); Charles Buck (E-
mail); Christopher Murphy (E-mail); Com Advector@Wilbio. (E-mail); Dale 
Gruber (E-mail 2); Dale Gruber (E-mail); Daniel MALARME (E-mail); Deb 
Stutz (Molecular Medicine) (E-mail 2); Deb Stutz (Molecular Medicine) (E-
mail); Dick Sublett (E-mail); Dom Vacante (E-mail); Elisabeth Lehmberg (E-
mail); Eric Cornavaca (E-mail); Erno Pungor (E-mail); Estuardo Aguilar-
Cordova (E-mail); Flavia Borellini (E-mail); Gail Sofer (E-mail); Gary 
Vellekamp (E-mail); Geoff Sharpe (E-mail); Heike Nesbit (E-mail); Jeff 
Beecham (E-mail); Jesse Keegan (E-mail); Jim Gilbert (E-mail 2); Joe 
Senesac (E-mail); Karen Darcy (E-mail); Keith (direct) Carson (E-mail); Larry 
Couture (E-mail); Manisha Trivedi (E-mail); Margaret Temple (E-mail); Maria 
Croyle (E-mail); Maria Everton (E-mail); Marie Printz (E-mail); Mark Bowe (E-
mail); Mark Logomasini (E-mail); Mark Plavsic (E-mail); Matthias Schweizer 
(E-mail); Meg Casais (E-mail); Merribeth Morin (E-mail); Michael Kadan (E-
mail); Michel Koehl (E-mail); Nancy Sajjadi (E-mail 2); Nancy Sajjadi (E-
mail); Paul Shabram (E-mail); Phillip Gomez (VRC) (E-mail); Russell 
Hodgetts (E-mail); Shawn Gallagher (E-mail); Stef Heylen (E-mail); 
Stephanie Simek (E-mail); Steven Bauer (E-mail); Tony Meager (E-mail); 
Tracy Lawhon (E-mail); Victoria Sluzky (E-mail) 

Subject: Results of ARMWG vote & June-6 meeting info/agenda 
 
Importance: High 
All: 
 
The vote results are below.  There are 2 issues to address to complete the assignment of 
particle concentration and infectious titer, and we will do so at the June-6 meeting of the 
ARMWG.   
[a]  Determine the number of significant figures to assign each measurement.   
 For both particle concentration and for infectious titer it has been suggested that 1 
significant figure be used. 
 This would mean the particle concentration is assigned as 5.8 x 1011 particles per mL. 
[b]  The method of statistical analysis of the infectious titer and the assignment of infectious titer 
must be discussed again as there is not complete agreement on how to arrive at the infectious 
titer assignment from the data set collected.   In particular there is confusion or concern about 
how the variance reported for the infectious titer should be applied to its use.   Additionally the 
number of significant figures needs to be determined, possibly  before the statistical method is 
applied. 
 
Here is the summary of the vote on the assignment of particle concentration and infectious titer: 
[1]  It is proposed that the label claim for the particle concentration of the Adenovirus Reference 
Material be assigned as 5.825 x 1011 particles per mL, based on the FDA’s recommendation. 
 
 YES (AGREE)  19 (8 are qualified Y)  NO (DISAGREE)  2 (both qualified)
 ABSTAIN  5 



  The 8 qualified yes votes; Yes but only if the number of significant figures is 
reduced 
  The 2 qualified no votes; No because not agree with number of significant figures 
in assignment. 
  Abstentions from either not having participated in this assay or in deference to 
other experts. 
 
[2] It is proposed that the label claim for the infectious titer of the Adenovirus Reference Material 
be based on the Maximum Likelihood method of analysis and be assigned as 7.37 x 1010 
Infectious Units per mL, based on the FDA’s recommendation.  The Maximum Likelihood method 
of analysis examines all raw data and has the least bias.  Information on this method is contained 
in the Statistician’s Report 
 
 YES (AGREE) 15 (5 are qualified Y)  NO (DISAGREE)  4 (2 qualified)
 ABSTAIN  5 
  The 5 qualified yes votes:  Yes but only if the number of significant figures is 
reduced. 
  The 4 qualified no votes:  2 are no because not agree with the number of 
significant figures used. 
     2 are no because not agree with the statistical analysis 
applied. 
  Abstentions from either not having participated in this assay or in deference to 
other experts. 
 
 
JUNE-6 2002 Meeting of ARMWG: 
Where: Hynes Convention Center (site of ASGT), Boston 
 Room 103 
When:  12:30 to 1:30 PM ET 
Lunch will be provided to attendees of ARMWG.  RSVP IS REQUIRED BY MAY-24. 
Teleconferencing will be available.  RSVP is required to receive the phone-in number.  

RSVP BY MAY-24. 

 
June 6 ARMWG Meeting AGENDA: 
1-FDA’s view of how the assigned p/mL and IU/mL will be used by those using the ARM to 

validate sponsor’s internal reference materials.  (See attachment which contains Dr. Simek’s 

presentation to PhRMA on use.) 

2-Assignment of Particle Concentration 

 a-Determine number of significant figures 

 b- Vote on assignment of particle concentration 

3-Assignment of Infectious Titer 

 a-Determine number of significant figures 

 b-Application of statistical methods (15 min limit for discussion) 

  including how to report the variance 

 c-Vote on action 



  Possible actions: 

[1] With new number of significant figures, apply statistical method “x”, 

then  

 email vote of confirm infectious titer assignment within assigned 

timeline. 

[2] With new number of significant figures, vote to assign infectious titer 

as 7.4 x 1010  

Infectious Units per mL plus variance per discussion. 

4-Update on analysis of highly chromogenic material noted in some ARMWG vials 

(Gallagher/Sublett) 

5-Update on long term stability testing of 1503 (Sugarman) 

6-Determine next meeting, action steps, and manuscript/other writing assignments and timelines. 

 

It is unlikely we will have the time to discuss: 

Proposal for release of ARM lot numbers 1504, 1505, and 1506. 

However a straw man proposal will be handed out for ARMWG members to consider. 

 

-B. 

FDA 
pectives.PHARMA.4.0

      
 
 
 
 
 
 
 


