
Research 
and Development 

Dockets Management Branch 
(HFA-305) 
FDA 
5630 Fishers Lane 
Rm. 1061 
Rockville 
MD 20857 
USA 

23 December 1999 

Dear Sir/Madam 

Re: Proposed Rule “New Drug and Biological Products; Evidence Needed to 
Demonstrate Efficacy of New Drugs for Use Against Lethal or Permanently Disabling 
Toxic Substances When Efficacy Studies in Humans Ethically Cannot Be Conducted” 

It was with considerable interest that we read about the above proposed rule in the latest edition of 

PDA LETTER - November 1999. We support the Agency’s proposal to amend the new drug and 

biological product regulations requiring substantial evidence of efficacy of new drug and biological 

products used to reduce or prevent the toxicity of biological substances. We are also supportive of 

the Agency’s recognition of the need to have adequate medical treatments to treat individuals 

exposed to lethal or permanently disabling toxic substances of biological nature. i 

We note that under this proposed rule, certain new drug and biological products intended to reduce 

or prevent serious or life-threatening conditions could be approved for marketing based on efficacy 

studies conducted in animals alone. We would like to request that antivenom and antitoxin products 

of animal origin be considered for inclusion specifically on the list of new drug and biological 

products for which this proposed rules applies. 

Yours sincerely 

L.c&?-- 

Lorraine Beezum 
RE(XJLATORY AFFAIRS ASSOCIATE 
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Phone: +61 3 9389 1958 CSL Limited A.C.N. 051588 348 Fax: +61 3 9388 2351 ; 

45 Poplar Road Parkville Victoria 3052 Australia I 1 



Guaranteed air despatch next day from capital cities.* 
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How To Post Exaress Post International Envelooes 

There are no forms to fill out; simply address, si’gn 
and date’the “Sender’s Declaration” and post: 
l by 6.00 pm (earlier in Perth,and some p;ovincial 

centres) in the special Express Post “Gold” street 
posting boxes, located in major business areas, or 

* by close of business at most post offices. 

How To Obtain Express Post International Envelopes 
* At most post offices. (Discounts apply for bulk 

purchases.) 

I I, 
9 312650 905033 

+ The Guarantee: Air despstch overseas by nextbusiness daVff is guaranteed when this envelope is posted correctly 
in the capital cities and other areas listed below on any business day Monday to Friday. If we do not despatch as 
promised, you will receive another Express Post international envelope free of charge. (Australia Post records the 
date of air despatch of every Express Post International envelope.1 

# Where international flights are available (ask at your post office). 
_- 

Areas for Postings Sydney: 2000-2249; 2555-2574; 2740-2786. 
with Guarantee: Canberra: 2600-2639; 29002920; Gosford: 2250-2263; Newcastle: 2280-2300; 2302-2310; 

Wollongong: 2500-2530; Tweed Heads/Muwillumbah: 2484-2490. 
Melbourne and suburbs: 3000-3210; Geelong: 3211-3220; Letrobe Valley: 3825; 3840-3844. 
Brisbane: 40004209; Gold Coast: 4210-4299; Booval/lpswich: 4300-4305; Strathpinei 
Caboolture: 4500-4510; Sunshine Coast: 45504601; Maryborough 4650; Helvey Bay 4655. 
Adelaide: 5000-5199. 
Perth: 6000-6199. 
Hobart: 7000-7019; 7050-7053; 7055; Northern Tas: 7248-7325. 

Postings in certain other postcode areas may also be guaranteed air despatch by next buiness 
day; check with your local post office. 

Express Post International envelopes posted in other areas not subject to guarantee will be 
accepted and will receive priority handling. 

* The carriage of this envelope is’sobject to the General Postal Services Terms and Conditions. 
* Only letters and documents can be enclosed in this envelope. Goods (eg. merchandise 

samples, books, tapes, cassettes, discs, currency etc.) are not permitted. 
WARNING! Not to be used for the carriage of cash, gold, jewellery, precious stones, 
negotiable securities or other valuables. Australia Post accepts no responsibility and will not 
be liable for any loss of, or damage to such items. 

- The sender’s declaration must be signed and dated. (Failure to do so will cause delay as 
the envelope must be returned to you to complete the declaration). 

l Postage is pre-paid for only one use of this envelope. 

Other Areas: 

Conditions 
of Carriage: 



<press Air Se vice - Documents only 
aight 5009. Max Thickness 20mm 

DECLARATION A.C.%W,- 
I 

I hereby certify that this envelope contains letters and documents only. It does not contain 
B 

oods or valuables and most 
importantly does not contain any dangerous or prohibited goods. eg. Explosrves, Flammab es, Corrosrves, Aerosols, etc. 
I also certify that I have read, and I understand the conditions of carriage on the back of this envelope.* 

Envelopes without this declaration completed will not be forwarded. 
+ If in doubt ask at any post office. A false declaration is a criminal offence. 


